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SUMMARY: This major final rule addresses: changes to the physician fee schedule (PFS);
other changes to Medicare Part B payment policies to ensure that payment systems are updated
to reflect changes in medical practice, relative value of services, and changes in the statute;
payment for dental services inextricably linked to specific covered medical services; Medicare
Shared Savings Program requirements; updates to the Quality Payment Program; Medicare
coverage of opioid use disorder services furnished by opioid treatment programs; updates to
certain Medicare and Medicaid provider and supplier enrollment policies, electronic prescribing
for controlled substances for a covered Part D drug under a prescription drug plan or an MA-PD
plan under the Substance Use-Disorder Prevention that Promotes Opioid Recovery and
Treatment for Patients and Communities Act (SUPPORT Act); updates to the Ambulance Fee

Schedule regulations and the Medicare Ground Ambulance Data Collection System; codification



of the Inflation Reduction Act and Consolidated Appropriations Act, 2023 provisions; expansion
of the diabetes screening and diabetes definitions; pulmonary rehabilitation, cardiac
rehabilitation and intensive cardiac rehabilitation expansion of supervising practitioners;
appropriate use criteria for advanced diagnostic imaging; early release of Medicare Advantage
risk adjustment data; a social determinants of health risk assessment in the annual wellness visit
and Basic Health Program.
DATES: These regulations are effective on January 1, 2024.
FOR FURTHER INFORMATION CONTACT:

MedicarePhysicianFeeSchedule@cms.hhs.gov, for any issues not identified below.
Please indicate the specific issue in the subject line of the email.

MedicarePhysicianFeeSchedule@cms.hhs.gov, for the following issues: practice
expense, work RVUs, conversion factor, and PFS specialty-specific impacts; the comment
solicitation on strategies for updates to practice expense data collection and methodology,
caregiver training services, community health integration services, social determinants of health
risk assessment, and principal illness navigation services; potentially misvalued services under
the PFS, direct supervision using two-way audio/video communication technology, telehealth,
and other services involving communications technology; teaching physician services, advancing
access to behavioral health services, PFS payment for evaluation and management services,
geographic practice cost indices (GPClIs), payment for skin substitutes, supervision of outpatient
therapy services, KX modifier thresholds, diabetes self-management training (DSMT) services,
and DSMT telehealth services, and dental services inextricably linked to specific covered
services.

Laura Ashbaugh, (410) 786-1113, and Erick Carrera, (410) 786-8949, Zehra Hussain,
(214) 767-4463, or MedicarePhysicianFeeSchedule@cms.hhs.gov, for issues related to dental

services inextricably linked to specific covered medical services.



Laura Kennedy, (410) 786-3377, Adam Brooks, (202) 205-0671, and Rachel Radzyner,
(410) 786-8215, for issues related to Drugs and Biological Products Paid Under Medicare Part B

MedicarePhysicianFeeSchedule(@cms.hhs.gov, for issues related to complex drug
administration.

Laura Ashbaugh, (410) 786-1113, and Ariana Pitcher, (667) 290- 8840, or
CLFS Inquiries@cms.hhs.gov for issues related to Clinical Laboratory Fee Schedule.

Lisa Parker, (410) 786-4949, or FQHC-PPS@cms.hhs.gov, for issues related to FQHC
payments.

Michele Franklin, (410) 786-9226, or RHC@cms.hhs.gov, for issues related to RHC
payments.

Kianna Banks (410) 786-3498 and Cara Meyer (667) 290-9856, for issues related to
RHCs and FQHCs definitions of staff and Conditions for Certification or Coverage.

Sarah Fulton, (410) 786-2749, for issues related to pulmonary rehabilitation, cardiac
rehabilitation and intensive cardiac rehabilitation expansion of supervising practitioners.

Lindsey Baldwin, (410) 786-1694, Ariana Pitcher, (667) 290- 8840, or
OTP_Medicare@cms.hhs.gov, for issues related to Medicare coverage of opioid use disorder
treatment services furnished by opioid treatment programs.

Sabrina Ahmed, (410) 786-7499, or SharedSavingsProgram(@cms.hhs.gov, for issues
related to the Medicare Shared Savings Program (Shared Savings Program) Quality performance
standard and quality reporting requirements.

Janae James, (410) 786-0801, or Elizabeth November, (410) 786-4518, or
SharedSavingsProgram@cms.hhs.gov, for issues related to Shared Savings Program beneficiary
assignment and benchmarking methodology.

Lucy Bertocci, (410) 786-3776, or SharedSavingsProgram@cms.hhs.gov, for issues

related to Shared Savings Program advance investment payments, and eligibility requirements.



Rachel Radzyner, (410) 786-8215, and Michelle Cruse, (443) 478-6390, for issues related
to preventive vaccine administration services.

Mollie Howerton (410) 786-5395, for issues related to Medicare Diabetes Prevention
Program.

Sarah Fulton (410) 786-2749, for issues related to appropriate use criteria for advanced
diagnostic imaging.

Frank Whelan, (410) 786-1302, for issues related to Medicare and Medicaid provider and
supplier enrollment regulation updates.

Daniel Feller (410) 786-6913 for issues related to expanding diabetes screening and
definitions.

Daniel Feller (410) 786-6913 for issues related to a social determinants of health risk
assessment in the annual wellness visit.

Mei Zhang, (410) 786-7837, and Kimberly Go, (410) 786-4560, for issues related to
requirement for electronic prescribing for controlled substances for a covered Part D drug under
a prescription drug plan or an MA-PD plan (section 2003 of the SUPPORT Act).

Amy Gruber, (410) 786-1542, or AmbulanceDataCollection@cms.hhs.gov, for issues
related to the Ambulance Fee Schedule (AFS) and the Medicare Ground Ambulance Data
Collection System.

Mary Rossi-Coajou (410) 786-6051, for issues related to hospice Conditions of
Participation.

Cameron Ingram (410) 409-8023 for issues related to Histopathology, Cytology, and
Clinical Cytogenetics Regulations under CLIA of 1988.

Meg Barry (410)786-1536, for issues related to the Basic Health Program (BHP)
provisions.

Renee O’Neill, (410) 786-8821, or Sophia Sugumar, (410) 786-1648, for inquiries related

to Merit-based Incentive Payment System (MIPS) track of the Quality Payment Program.



Richard Jensen, (410) 786-6126, for inquiries related to Alternative Payment Models
(APMs).
SUPPLEMENTARY INFORMATION:

Addenda Available Only Through the Internet on the CMS Website: The PFS Addenda

along with other supporting documents and tables referenced in this final rule are available on
the CMS website at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/index.html. Click on the link on the left side of the screen titled,
“PFS Federal Regulations Notices” for a chronological list of PFS Federal Register and other
related documents. For the CY 2024 PFS final rule, refer to item CMS-1784-F. Readers with
questions related to accessing any of the Addenda or other supporting documents referenced in
this final rule and posted on the CMS website identified above should contact
MedicarePhysicianFeeSchedule@cms.hhs.gov.

CPT (Current Procedural Terminology) Copyright Notice: Throughout this final rule, we

use CPT codes and descriptions to refer to a variety of services. We note that CPT codes and
descriptions are copyright 2020 American Medical Association. All Rights Reserved. CPT is a
registered trademark of the American Medical Association (AMA). Applicable Federal
Acquisition Regulations (FAR) and Defense Federal Acquisition Regulations (DFAR) apply.
I. Executive Summary
A. Purpose

This major final rule revises payment polices under the Medicare PFS and makes other
policy changes, including to the implementation of certain provisions of the Consolidated
Appropriations Act, 2023 (Pub. L. 117-328, September 29, 2022), Inflation Reduction Act of
2022 (IRA) (Pub. L. 117-169, August 16, 2022), Consolidated Appropriations Act, 2022 (Pub. L.
117-103, March 15, 2022), Consolidated Appropriations Act, 2021 (CAA, 2021) (Pub. L. 116-
260, December 27, 2020), Bipartisan Budget Act of 2018 (BBA of 2018) (Pub. L. 115-123,

February 9, 2018) and the Substance Use-Disorder Prevention that Promotes Opioid Recovery



and Treatment for Patients and Communities Act (SUPPORT Act) (Pub. L. 115-271, October 24,
2018), related to Medicare Part B payment. In addition, this major final rule includes provisions
regarding other Medicare payment policies described in sections III. and IV.

This rulemaking updates the Rural Health Clinic (RHC) and Federally Qualified Health
Clinic (FQHC) Conditions for Certification and Conditions for Coverage (C{Cs), respectively, to
implement the provisions of the Consolidated Appropriations Act (CAA), 2023 (Pub. L. 117-
328, December 29, 2022), now allowing payment under Medicare Part B for services furnished
by a Marriage and Family Therapist (MFT) or Mental Health Counselor (MHC).

This rulemaking also updates the Hospice Conditions of Participation (CoPs) to
implement division FF, section 4121 of the CAA 2023 regarding the addition of marriage and
family therapists (MFTs) or mental health counselors (MHCs) as part of the hospice
interdisciplinary team and make changes to the hospice personnel requirements.

This rulemaking also seeks to further advance Medicare’s overall value-based care
strategy of growth, alignment, and equity through the Medicare Shared Savings Program (Shared
Savings Program) and the Quality Payment Program (QPP). The structure of the programs
enables us to develop a set of tools for measuring and encouraging improvements in care, which
may support a shift to clinician payment over time into Advanced Alternative Payment Models
(APMs) and accountable care arrangements which reduce care fragmentation and unnecessary
costs for patients and the health system.

This rulemaking also updates the public reporting requirements of procedure volume data
(Part B non-institutional claims) on clinician profile pages of the Compare Tool to include
Medicare Advantage (MA) encounter data. This enables us to use and analyze MA encounter
data as part of the aggregated information disclosed through the Care Compare website, more
broadly fulfilling the public reporting requirements of section 104 of the MACRA and section
10331 of the ACA and providing beneficiaries with useful and appropriate information when

selecting a provider. This rulemaking also amends § 422.310(f)(3) to permit the release of the



MA encounter data on the timeframe(s) used for disclosure and release of the data on the Care
Compare website.

This rulemaking also updates the Ambulance Fee Schedule regulations to implement
division FF, section 4103 of the CAA 2023 regarding the ground ambulance extenders
provisions and also provides further changes and clarifications to the Medicare Ground
Ambulance Data Collection System.

This rulemaking also updates Medicare and Medicaid provider and supplier enrollment
regulations.

B. Summary of the Major Provisions

The statute requires us to establish payments under the PFS, based on national uniform
relative value units (RVUs) that account for the relative resources used in furnishing a service.
The statute requires that RVUs be established for three categories of resources: work, practice
expense (PE), and malpractice (MP) expense. In addition, the statute requires that each year we
establish, by regulation, the payment amounts for physicians’ services paid under the PFS,
including geographic adjustments to reflect the variations in the costs of furnishing services in
different geographic areas.

The statute requires us to establish payments under the PFS, based on national uniform
relative value units (RVUs) that account for the relative resources used in furnishing a service.
The statute requires that RVUs be established for three categories of resources: work, practice
expense (PE), and malpractice (MP) expense. In addition, the statute requires that we establish
each year by regulation the payment amounts for physicians’ services paid under the PFS,
including geographic adjustments to reflect the variations in the costs of furnishing services in
different geographic areas.

In this major final rule, we are establishing RVUs for CY 2024 for the PFS to ensure that
our payment systems are updated to reflect changes in medical practice and the relative value of

services, as well as changes in the statute. This final rule also includes discussions and



provisions regarding several other Medicare Part B payment policies, Medicare and Medicaid
provider and supplier enrollment policies, and other policies regarding programs administered by
CMS.

Specifically, this final rule addresses:

e Background (section II.A.)

e Determination of PE RVUs (section II.B.)

e Potentially Misvalued Services Under the PFS (section I1.C.)

e Payment for Medicare Telehealth Services Under Section 1834(m) of the Social
Security Act (the Act) (section I11.D.)

e Valuation of Specific Codes (section IL.E.)

e Evaluation and Management (E/M) Visits (section IL.F.)

e Geographic Practice Cost Indices (GPCI) (section I1.G.)

e Payment for Skin Substitutes (section I1.H.)

e Supervision of Outpatient Therapy Services, KX Modifier Thresholds, Diabetes Self-
Management Training (DSMT) Services by Registered Dietitians and Nutrition Professional, and
DSMT Telehealth Services (section II.1.)

e Advancing Access to Behavioral Health Services (section I1.J.)

e Policies on Medicare Parts A and B Payment for Dental Services Inextricably Linked
to Specific Covered Services (section I1.K.)

e Drugs and Biological Products Paid Under Medicare Part B (section III.A.)

e Rural Health Clinics (RHCs) and Federally Qualified Health Centers (FQHCs)
(section I11.B.)

e Rural Health Clinics (RHCs) and Federally Qualified Health Centers (FQHCs)
Conditions for Certification or Coverage (CfCs) (section III.C.)

e C(linical Laboratory Fee Schedule: Revised Data Reporting Period and Phase-in of

Payment Reductions (section II1.D.)



e Pulmonary Rehabilitation, Cardiac Rehabilitation and Intensive Cardiac Rehabilitation
Expansion of Supervising Practitioners (section IIL.E.)

e Modifications Related to Medicare Coverage for Opioid Use Disorder (OUD)
Treatment Services Furnished by Opioid Treatment Programs (OTPs ) (section IIL.F.)

e Medicare Shared Savings Program (section II1.G.)

e Medicare Part B Payment for Preventive Vaccine Administration Services (section

ILH.)

Medicare Diabetes Prevention Program Expanded Model (section II1.1.)

e Appropriate Use Criteria for Advanced Diagnostic Imaging (section III.J.)

Medicare and Medicaid Provider and Supplier Enrollment (section II1.K.)

Expand Diabetes Screening and Diabetes Definitions (section III.L.)

e Requirement for Electronic Prescribing for Controlled Substances for a Covered Part
D Drug under a Prescription Drug Plan or an MA-PD Plan (section 2003 of the SUPPORT Act)
(section I1I.M.)

e Changes to the Regulations Associated with the Ambulance Fee Schedule and the
Medicare Ground Ambulance Data Collection System (GADCS) (section III.N.)

e Hospice: Changes to the Hospice Conditions of Participation (section II1.0.)

e RFI: Histopathology, Cytology, and Clinical Cytogenetics Regulations under the
Clinical Laboratory Improvement Amendments (CLIA) of 1988 (section III.P.)

e Changes to the Basic Health Program Regulations (section I11.Q.)

e Updates to the Definitions of Certified Electronic Health Record Technology (section
IIL.R.)

e A Social Determinants of Health Risk Assessment in the Annual Wellness Visit
(section IIL.S.)

e Updates to the Quality Payment Program (section IV.)

e C(Collection of Information Requirements (section V.)



e Response to Comments (section VI.)

e Regulatory Impact Analysis (section VII.)
C. Summary of Costs and Benefits

We have determined that this final rule is economically significant. For a detailed
discussion of the economic impacts, see section VII., Regulatory Impact Analysis, of this final
rule.
II. Provisions of the Final Rule for the PFS

A. Background

In accordance with section 1848 of the Act, CMS has paid for physicians’ services under
the Medicare physician fee schedule (PFS) since January 1, 1992. The PFS relies on national
relative values that are established for work, practice expense (PE), and malpractice (MP), which
are adjusted for geographic cost variations. These values are multiplied by a conversion factor
(CF) to convert the relative value units (RVUs) into payment rates. The concepts and
methodology underlying the PFS were enacted as part of the Omnibus Budget Reconciliation
Act of 1989 (OBRA ’89) (Pub. L. 101-239, December 19, 1989), and the Omnibus Budget
Reconciliation Act of 1990 (OBRA °90) (Pub. L. 101-508, November 5, 1990). The final rule
published in the November 25, 1991 Federal Register (56 FR 59502) set forth the first fee
schedule used for Medicare payment for physicians’ services.

We note that throughout this final rule, unless otherwise noted, the term “practitioner” is
used to describe both physicians and nonphysician practitioners (NPPs) who are permitted to bill

Medicare under the PFS for the services they furnish to Medicare beneficiaries.



B. Determination of PE RVUs

1. Overview

Practice expense (PE) is the portion of the resources used in furnishing a service that
reflects the general categories of physician and practitioner expenses, such as office rent and
personnel wages, but excluding malpractice (MP) expenses, as specified in section 1848(c)(1)(B)
of the Act. As required by section 1848(c)(2)(C)(ii) of the Act, we use a resource-based system
for determining PE RV Us for each physicians’ service. We develop PE RVUs by considering
the direct and indirect practice resources involved in furnishing each service. Direct expense
categories include clinical labor, medical supplies, and medical equipment. Indirect expenses
include administrative labor, office expense, and all other expenses. The sections that follow
provide more detailed information about the methodology for translating the resources involved
in furnishing each service into service specific PE RVUs. We refer readers to the CY 2010
Physician Fee Schedule (PFS) final rule with comment period (74 FR 61743 through 61748) for
a more detailed explanation of the PE methodology.
2. Practice Expense Methodology
a. Direct Practice Expense

We determine the direct PE for a specific service by adding the costs of the direct
resources (that is, the clinical staff, medical supplies, and medical equipment) typically involved
with furnishing that service. The costs of the resources are calculated using the refined direct PE
inputs assigned to each CPT code in our PE database, which are generally based on our review of
recommendations received from the Relative Value Scale Update Committee (RUC) and those
provided in response to public comment periods. For a detailed explanation of the direct PE
methodology, including examples, we refer readers to the 5-year review of work RVUs under the
PFS and proposed changes to the PE methodology in the CY 2007 PFS proposed rule (71 FR
37242) and the CY 2007 PFS final rule with comment period (71 FR 69629).

b. Indirect Practice Expense per Hour Data



We use survey data on indirect PEs incurred per hour worked, in developing the indirect
portion of the PE RVUs. Prior to CY 2010, we primarily used the PE/HR by specialty that was
obtained from the AMA’s Socioeconomic Monitoring System (SMS). The AMA administered a
new survey in CY 2007 and CY 2008, the Physician Practice Information Survey (PPIS). The
PPIS is a multispecialty, nationally representative, PE survey of both physicians and NPPs paid
under the PFS using a survey instrument and methods highly consistent with those used for the
SMS and the supplemental surveys. The PPIS gathered information from 3,656 respondents
across 51 physician specialty and health care professional groups. We believe the PPIS is the
most comprehensive source of PE survey information available. We used the PPIS data to
update the PE/HR data for the CY 2010 PFS for almost all of the Medicare recognized
specialties that participated in the survey.

When we began using the PPIS data in CY 2010, we did not change the PE RVU
methodology itself or the manner in which the PE/HR data are used in that methodology. We
only updated the PE/HR data based on the new survey. Furthermore, as we explained in the CY
2010 PFS final rule with comment period (74 FR 61751), because of the magnitude of payment
reductions for some specialties resulting from the use of the PPIS data, we transitioned its use
over a 4-year period from the previous PE RVUs to the PE RVUs developed using the new PPIS
data. As provided in the CY 2010 PFS final rule with comment period (74 FR 61751), the
transition to the PPIS data was complete for CY 2013. Therefore, PE RVUs from CY 2013
forward are developed based entirely on the PPIS data, except as noted in this section.

Section 1848(c)(2)(H)(i) of the Act requires us to use the medical oncology supplemental
survey data submitted in 2003 for oncology drug administration services. Therefore, the PE/HR
for medical oncology, hematology, and hematology/oncology reflects the continued use of these
supplemental survey data.

Supplemental survey data on independent labs from the College of American

Pathologists were implemented for payments beginning in CY 2005. Supplemental survey data



from the National Coalition of Quality Diagnostic Imaging Services (NCQDIS), representing
independent diagnostic testing facilities (IDTFs), were blended with supplementary survey data
from the American College of Radiology (ACR) and implemented for payments beginning in
CY 2007. Neither IDTFs, nor independent labs, participated in the PPIS. Therefore, we
continue to use the PE/HR that was developed from their supplemental survey data.

Consistent with our past practice, the previous indirect PE/HR values from the
supplemental surveys for these specialties were updated to CY 2006 using the Medicare
Economic Index (MEI) to put them on a comparable basis with the PPIS data.

We also do not use the PPIS data for reproductive endocrinology and spine surgery since
these specialties currently are not separately recognized by Medicare, nor do we have a method
to blend the PPIS data with Medicare recognized specialty data.

Previously, we established PE/HR values for various specialties without SMS or
supplemental survey data by crosswalking them to other similar specialties to estimate a proxy
PE/HR. For specialties that were part of the PPIS for which we previously used a crosswalked
PE/HR, we instead used the PPIS based PE/HR. We use crosswalks for specialties that did not
participate in the PPIS. These crosswalks have been generally established through notice and
comment rulemaking and are available in the file titled “CY 2024 PFS final rule PE/HR” on the
CMS website under downloads for the CY 2024 PFS final rule at
http.//www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-
Federal-Regulation-Notices.html.

c. Allocation of PE to Services

To establish PE RV Us for specific services, it is necessary to establish the direct and

indirect PE associated with each service.
(1) Direct Costs
The relative relationship between the direct cost portions of the PE RVUs for any two

services is determined by the relative relationship between the sum of the direct cost resources



(that is, the clinical staff, medical supplies, and medical equipment) typically involved with
furnishing each of the services. The costs of these resources are calculated from the refined
direct PE inputs in our PE database. For example, if one service has a direct cost sum of $400
from our PE database and another service has a direct cost sum of $200, the direct portion of the
PE RVUs of the first service would be twice as much as the direct portion of the PE RVUs for
the second service.

(2) Indirect Costs

We allocate the indirect costs at the code level based on the direct costs specifically
associated with a code and the greater of either the clinical labor costs or the work RVUs. We
also incorporate the survey data described earlier in the PE/HR discussion. The general
approach to developing the indirect portion of the PE RVUs is as follows:

e For a given service, we use the direct portion of the PE RVUs calculated as previously
described and the average percentage that direct costs represent of total costs (based on survey
data) across the specialties that furnish the service to determine an initial indirect allocator. That
is, the initial indirect allocator is calculated so that the direct costs equal the average percentage
of direct costs of those specialties furnishing the service. For example, if the direct portion of the
PE RVUs for a given service is 2.00 and direct costs, on average, represent 25 percent of total
costs for the specialties that furnish the service, the initial indirect allocator would be calculated
so that it equals 75 percent of the total PE RVUs. Thus, in this example, the initial indirect
allocator would equal 6.00, resulting in a total PE RVU of 8.00 (2.00 is 25 percent of 8.00 and
6.00 is 75 percent of 8.00).

e Next, we add the greater of the work RVUs or clinical labor portion of the direct
portion of the PE RVUs to this initial indirect allocator. In our example, if this service had a
work RVU of 4.00 and the clinical labor portion of the direct PE RVU was 1.50, we would add
4.00 (since the 4.00 work RV Us are greater than the 1.50 clinical labor portion) to the initial

indirect allocator of 6.00 to get an indirect allocator of 10.00. In the absence of any further use



of the survey data, the relative relationship between the indirect cost portions of the PE RV Us for
any two services would be determined by the relative relationship between these indirect cost
allocators. For example, if one service had an indirect cost allocator of 10.00 and another service
had an indirect cost allocator of 5.00, the indirect portion of the PE RV Us of the first service
would be twice as great as the indirect portion of the PE RV Us for the second service.

e Then, we incorporate the specialty specific indirect PE/HR data into the calculation.
In our example, if, based on the survey data, the average indirect cost of the specialties
furnishing the first service with an allocator of 10.00 was half of the average indirect cost of the
specialties furnishing the second service with an indirect allocator of 5.00, the indirect portion of
the PE RV Us of the first service would be equal to that of the second service.
(3) Facility and Nonfacility Costs

For procedures that can be furnished in a physician’s office, as well as in a facility
setting, where Medicare makes a separate payment to the facility for its costs in furnishing a
service, we establish two PE RV Us: facility and nonfacility. The methodology for calculating
PE RVUs is the same for both the facility and nonfacility RVUs but is applied independently to
yield two separate PE RVUs. In calculating the PE RVUs for services furnished in a facility, we
do not include resources that would generally not be provided by physicians when furnishing the
service. For this reason, the facility PE RV Us are generally lower than the nonfacility PE RVUs.
(4) Services with Technical Components and Professional Components

Diagnostic services are generally comprised of two components: a professional
component (PC); and a technical component (TC). The PC and TC may be furnished
independently or by different providers, or they may be furnished together as a global service.
When services have separately billable PC and TC components, the payment for the global
service equals the sum of the payment for the TC and PC. To achieve this, we use a weighted
average of the ratio of indirect to direct costs across all the specialties that furnish the global

service, TCs, and PCs; that is, we apply the same weighted average indirect percentage factor to



allocate indirect expenses to the global service, PCs, and TCs for a service. (The direct PE
RVUs for the TC and PC sum to the global.)
(5) PE RVU Methodology

For a more detailed description of the PE RVU methodology, we direct readers to the CY
2010 PFS final rule with comment period (74 FR 61745 through 61746). We also direct readers
to the file titled “Calculation of PE RVUs under Methodology for Selected Codes” which is
available on our website under downloads for the CY 2024 PFS final rule at
http.//www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/PFS-
Federal-Regulation-Notices.html. This file contains a table that illustrates the calculation of PE
RVUs as described in this final rule for individual codes.

(a) Setup File

First, we create a setup file for the PE methodology. The setup file contains the direct
cost inputs, the utilization for each procedure code at the specialty and facility/nonfacility place
of service level, and the specialty specific PE/HR data calculated from the surveys.

(b) Calculate the Direct Cost PE RVUs

Sum the costs of each direct input.

Step 1: Sum the direct costs of the inputs for each service.

Step 2: Calculate the aggregate pool of direct PE costs for the current year. We set the
aggregate pool of PE costs equal to the product of the ratio of the current aggregate PE RVUs to
current aggregate work RVUs and the projected aggregate work RVUs.

Step 3: Calculate the aggregate pool of direct PE costs for use in ratesetting. This is the
product of the aggregate direct costs for all services from Step 1 and the utilization data for that
service.

Step 4: Using the results of Step 2 and Step 3, use the CF to calculate a direct PE scaling

adjustment to ensure that the aggregate pool of direct PE costs calculated in Step 3 does not vary



from the aggregate pool of direct PE costs for the current year. Apply the scaling adjustment to
the direct costs for each service (as calculated in Step 1).

Step 5: Convert the results of Step 4 to an RVU scale for each service. To do this, divide
the results of Step 4 by the CF. Note that the actual value of the CF used in this calculation does
not influence the final direct cost PE RVUs as long as the same CF is used in Step 4 and Step 5.
Different CFs would result in different direct PE scaling adjustments, but this has no effect on
the final direct cost PE RV Us since changes in the CFs and changes in the associated direct
scaling adjustments offset one another.

(c) Create the Indirect Cost PE RVUs

Create indirect allocators.

Step 6: Based on the survey data, calculate direct and indirect PE percentages for each
physician specialty.

Step 7: Calculate direct and indirect PE percentages at the service level by taking a
weighted average of the results of Step 6 for the specialties that furnish the service. Note that for
services with TCs and PCs, the direct and indirect percentages for a given service do not vary by
the PC, TC, and global service.

We generally use an average of the 3 most recent years of available Medicare claims data
to determine the specialty mix assigned to each code. Codes with low Medicare service volume
require special attention since billing or enrollment irregularities for a given year can result in
significant changes in specialty mix assignment. We finalized a policy in the CY 2018 PFS final
rule (82 FR 52982 through 59283) to use the most recent year of claims data to determine which
codes are low volume for the coming year (those that have fewer than 100 allowed services in
the Medicare claims data). For codes that fall into this category, instead of assigning specialty
mix based on the specialties of the practitioners reporting the services in the claims data, we use
the expected specialty that we identify on a list developed based on medical review and input

from expert interested parties. We display this list of expected specialty assignments as part of



the annual set of data files we make available as part of notice and comment rulemaking and
consider recommendations from the RUC and other interested parties on changes to this list on
an annual basis. Services for which the specialty is automatically assigned based on previously
finalized policies under our established methodology (for example, “always therapy” services)
are unaffected by the list of expected specialty assignments. We also finalized in the CY 2018
PFS final rule (82 FR 52982 through 52983) a policy to apply these service-level overrides for
both PE and MP, rather than one or the other category.

We did not make any proposals associated with the list of expected specialty assignments
for low volume services, however we received public comments on this topic from interested
parties. The following is a summary of the comments we received and our responses.

Comment: Several commenters stated that they had performed an analysis to identify all
codes that meet the criteria to receive a specialty override under this CMS policy and drafted
updated recommendations for CY 2024. Commenters stated that the purpose of assigning a
specialty to these codes was to avoid the major adverse impact on MP RV Us that result from
errors in specialty utilization data magnified in representation (percentage) by small sample size.
These commenters submitted a list of several dozen low volume HCPCS codes with
recommended expected specialty assignments.

Response: After reviewing the information provided by the commenters to determine that
the submitted specialty assignments were appropriate for the services in question, we are
finalizing the additions to the list of expected specialty assignments for low volume services
identified in Table 1. We agreed with the commenters that CPT code 33230 should be
crosswalked to the Cardiac Electrophysiology specialty and that CPT code 96446 should be
crosswalked to the Gynecological Oncology specialty. However, we do not have PE/HR data for
these specialties as they were not part of the PPIS when it was conducted in 2007; therefore, we
are crosswalking these CPT codes to the Cardiology and Obstetrics/Gynecology specialties,

respectively, as listed on Table 1.



We disagreed with the commenters that CPT code 44384 should be crosswalked to the
Gastroenterology specialty and that CPT code 60505 should be crosswalked to the General
Surgery specialty. In each case, there was another specialty which was reported more than twice
as often in the claims data as the requested specialty. Therefore, we are crosswalking CPT code
44384 to the Urology specialty and CPT code 60505 to the Otolaryngology specialty as these

were the dominant specialties in the claims data. These crosswalks are included in Table 1.



TABLE 1: New Additions to Expected Specialty Assignment List

HCPCS Short Descriptor Expected Specialty Assignment
11920 Correct skin color 6.0 cm/< PLASTIC AND RECONSTRUCTIVE SURGERY
15934 Remove sacrum pressure sore PLASTIC AND RECONSTRUCTIVE SURGERY
24201 Rmvl fb upper arm/elbw deep ORTHOPEDIC SURGERY
25035 Treat forearm bone lesion ORTHOPEDIC SURGERY
25077 Resect forearm/wrist tum<3cm GENERAL SURGERY

26500 Hand tendon reconstruction ORTHOPEDIC SURGERY
27049 Resect hip/pelv tum < 5 cm ORTHOPEDIC SURGERY
27888 Amputation of foot at ankle VASCULAR SURGERY

28406 Treatment of heel fracture ORTHOPEDIC SURGERY
28455 Treat midfoot fracture each PODIATRY

28496 Treat big toe fracture ORTHOPEDIC SURGERY
28600 Treat foot dislocation PODIATRY

29435 Apply short leg cast ORTHOPEDIC SURGERY
31201 Removal of ethmoid sinus OTOLARYNGOLOGY

31660 Bronch thermoplsty 1 lobe PULMONARY DISEASE
31750 Repair of windpipe OTOLARYNGOLOGY

32310 Removal of chest lining THORACIC SURGERY

32815 Close bronchial fistula THORACIC SURGERY

33141 Heart tmr w/other procedure THORACIC SURGERY

33230* Insrt pulse gen w/dual leads CARDIOLOGY

34490 Removal of vein clot VASCULAR SURGERY

35103 Repair artery rupture aorta VASCULAR SURGERY

42305 Drainage of salivary gland OTOLARYNGOLOGY

43205 Esophagus endoscopy/ligation GASTROENTEROLOGY
43327 Esoph fundoplasty lap GENERAL SURGERY

43635 Removal of stomach partial GENERAL SURGERY

44384* Small bowel endoscopy UROLOGY

50225 Removal kidney open complex UROLOGY

50236 Removal of kidney & ureter UROLOGY

50800 Implant ureter in bowel UROLOGY

51575 Removal of bladder & nodes UROLOGY

52325 Cystoscopy stone removal UROLOGY

57284 Repair paravag defect open OBSTETRICS/GYNECOLOGY
58145 Myomectomy vag method OBSTETRICS/GYNECOLOGY
58353 Endometr ablate thermal OBSTETRICS/GYNECOLOGY
58559 Hysteroscopy lysis OBSTETRICS/GYNECOLOGY
60505* Explore parathyroid glands OTOLARYNGOLOGY

61215 Insert brain-fluid device NEUROSURGERY

62268 Drain spinal cord cyst NEUROSURGERY

62287 Dcmprn px perq 1/mlt lumbar INTERVENTIONAL PAIN MANAGEMENT
63185 Incise spine nrv half segmnt NEUROSURGERY

64605 Injection treatment of nerve NEUROSURGERY

65175 Removal of ocular implant OPHTHALMOLOGY

65410 Biopsy of cornea OPHTHALMOLOGY

67208 Treatment of retinal lesion OPHTHALMOLOGY

67334 Revise eye muscle w/suture OPHTHALMOLOGY

67405 Explore/drain eye socket OPHTHALMOLOGY

67505 Inject/treat eye socket OPHTHALMOLOGY

68328 Revise/graft eyelid lining OPHTHALMOLOGY

72255 Myelography thoracic spine DIAGNOSTIC RADIOLOGY
73085 Contrast x-ray of elbow DIAGNOSTIC RADIOLOGY
76810 Ob us >= 14 wks addl fetus OBSTETRICS/GYNECOLOGY
78740 Ureteral reflux study UROLOGY

88355 Analysis skeletal muscle CLINICAL LABORATORY
91020 Gastric motility studies GASTROENTEROLOGY
92312 Contact lens fitting OPTOMETRY




HCPCS Short Descriptor Expected Specialty Assignment
92325 Modification of contact lens OPTOMETRY

92615 Laryngoscopic sensory i&r OTOLARYNGOLOGY

96446* Chemotx admn prtl cavity OBSTETRICS/GYNECOLOGY

* Recommended specialty assignment crosswalked; see below.

Comment: A commenter noted that the CMS expected specialty assignment list in the
public use file that was part of the CY 2024 proposed rule also includes a column specifying if a
service that previously had an anticipated specialty override continues to meet the criteria for the
override to be applied for CY 2024. The commenter provided a list of approximately a dozen
CPT codes and requested additional information as to why the expected specialty override was
not being applied in these cases.

Response: We reviewed the CPT codes identified by the commenter and can provide the
following information about their expected specialty override status for CY 2024. CMS did not
apply the specialty override to CPT codes 33238, 33254, 33475, and 33507 as each code
exceeded 100 allowed services in the Medicare claims data. CMS did not apply the specialty
override to CPT codes 33602, 33619, 33778, and 43045 because they were unneeded, with the
entirety of their very small number of allowed services already reported under their expected
specialty. CPT codes 33600, 33710, and 43312 did have their respective specialty overrides
applied; this was correctly detailed in the public use file for the CY 2024 proposed rule for CPT
code 43312 but was missing from CPT codes 33600 and 33710, due to a technical error in the
generation of the public use file.

We also note for commenters that each HCPCS code that appears on the list of expected
specialty assignments for low volume services remains on the list from year to year, even if the
code in question is not a low volume service for a certain calendar year because the volume rises
to over 100 services. The HCPCS codes and expected specialty assignment remain on the list,

and will be applied should the code fall below the low volume threshold (below 100 services) in



any calendar year; as a result, there is no need to “reactivate” individual codes as some
commenters have suggested in past submissions.

After consideration of the public comments, we are finalizing the updates to the list of
expected specialty assignments for low volume services as detailed Table 1.

Step 8: Calculate the service level allocators for the indirect PEs based on the
percentages calculated in Step 7. The indirect PEs are allocated based on the three components:
the direct PE RV Us; the clinical labor PE RV Us; and the work RV Us.

For most services the indirect allocator is: indirect PE percentage * (direct PE
RVUs/direct percentage) + work RVUs.

There are two situations where this formula is modified:

e [f the service is a global service (that is, a service with global, professional, and
technical components), then the indirect PE allocator is: indirect percentage (direct PE
RVUs/direct percentage) + clinical labor PE RVUs + work RVUs.

e [f the clinical labor PE RVUs exceed the work RVUs (and the service is not a global
service), then the indirect allocator is: indirect PE percentage (direct PE RVUs/direct percentage)
+ clinical labor PE RV Us.

(Note: For global services, the indirect PE allocator is based on both the work RVUs and
the clinical labor PE RVUs. We do this to recognize that, for the PC service, indirect PEs would
be allocated using the work RVUs, and for the TC service, indirect PEs would be allocated using
the direct PE RV Us and the clinical labor PE RVUs. This also allows the global component
RVUs to equal the sum of the PC and TC RVUs.)

For presentation purposes, in the examples in the download file titled “Calculation of PE
RVUs under Methodology for Selected Codes”, the formulas were divided into two parts for
each service.

e The first part does not vary by service and is the indirect percentage (direct PE

RVUs/direct percentage).



e The second part is either the work RVU, clinical labor PE RVU, or both depending on
whether the service is a global service and whether the clinical PE RVUs exceed the work RVUs
(as described earlier in this step).

Apply a scaling adjustment to the indirect allocators.

Step 9: Calculate the current aggregate pool of indirect PE RVUs by multiplying the
result of step 8 by the average indirect PE percentage from the survey data.

Step 10: Calculate an aggregate pool of indirect PE RV Us for all PFS services by adding
the product of the indirect PE allocators for a service from Step 8 and the utilization data for that
service.

Step 11: Using the results of Step 9 and Step 10, calculate an indirect PE adjustment so
that the aggregate indirect allocation does not exceed the available aggregate indirect PE RVUs
and apply it to indirect allocators calculated in Step 8.

Calculate the indirect practice cost index.

Step 12: Using the results of Step 11, calculate aggregate pools of specialty specific
adjusted indirect PE allocators for all PFS services for a specialty by adding the product of the
adjusted indirect PE allocator for each service and the utilization data for that service.

Step 13: Using the specialty specific indirect PE/HR data, calculate specialty specific
aggregate pools of indirect PE for all PFS services for that specialty by adding the product of the
indirect PE/HR for the specialty, the work time for the service, and the specialty’s utilization for
the service across all services furnished by the specialty.

Step 14: Using the results of Step 12 and Step 13, calculate the specialty specific indirect
PE scaling factors.

Step 15: Using the results of Step 14, calculate an indirect practice cost index at the
specialty level by dividing each specialty specific indirect scaling factor by the average indirect

scaling factor for the entire PFS.



Step 16: Calculate the indirect practice cost index at the service level to ensure the
capture of all indirect costs. Calculate a weighted average of the practice cost index values for
the specialties that furnish the service. (Note: For services with TCs and PCs, we calculate the
indirect practice cost index across the global service, PCs, and TCs. Under this method, the
indirect practice cost index for a given service (for example, echocardiogram) does not vary by
the PC, TC, and global service.)

Step 17: Apply the service level indirect practice cost index calculated in Step 16 to the
service level adjusted indirect allocators calculated in Step 11 to get the indirect PE RV Us.

(d) Calculate the Final PE RVUs

Step 18: Add the direct PE RVUs from Step 5 to the indirect PE RVUs from Step 17 and
apply the final PE budget neutrality (BN) adjustment. The final PE BN adjustment is calculated
by comparing the sum of steps 5 and 17 to the aggregate work RVUs scaled by the ratio of
current aggregate PE and work RVUs. This adjustment ensures that all PE RVUs in the PFS
account for the fact that certain specialties are excluded from the calculation of PE RVUs but
included in maintaining overall PFS BN. (See “Specialties excluded from ratesetting
calculation” later in this final rule.)

Step 19: Apply the phase-in of significant RVU reductions and its associated adjustment.
Section 1848(c)(7) of the Act specifies that for services that are not new or revised codes, if the
total RVUs for a service for a year would otherwise be decreased by an estimated 20 percent or
more as compared to the total RVUs for the previous year, the applicable adjustments in work,
PE, and MP RVUs shall be phased in over a 2-year period. In implementing the phase-in, we
consider a 19 percent reduction as the maximum 1-year reduction for any service not described
by a new or revised code. This approach limits the year one reduction for the service to the
maximum allowed amount (that is, 19 percent), and then phases in the remainder of the
reduction. To comply with section 1848(c)(7) of the Act, we adjust the PE RVUs to ensure that

the total RVUs for all services that are not new or revised codes decrease by no more than 19



percent, and then apply a relativity adjustment to ensure that the total pool of aggregate PE
RVUs remains relative to the pool of work and MP RVUs. For a more detailed description of
the methodology for the phase-in of significant RVU changes, we refer readers to the CY 2016
PFS final rule with comment period (80 FR 70927 through 70931).

Comment: Several commenters referenced the CY 2018 PFS finalized policy for the
adjustment to allocation of indirect PE for some office-based services, generally services
associated with behavioral health (82 FR 52999 through 53000). Commenters stated that for each
of the services that qualify for the indirect PE allocation adjustment, CMS first establishes an
indirect PE floor using the work RVU for the qualifying service and the ratio between the
indirect PE RVUs and the work RV Us for the marker code (currently CPT code 99213).
Commenters stated that CMS then identifies the difference between the indirect PE RVU for the
qualifying service produced under standard methodology and the indirect PE floor; the modified
methodology then increases the allocation of indirect PE RVUs to one quarter of that difference.
Commenters stated that they supported the current policy, since they believe that the current PFS
reimbursement rate methodology undervalues behavioral health services and recommended that
CMS expand the indirect PE floor methodology by increasing the minimum value for non-
facility indirect PE RVUs by adding the fu// difference between the indirect PE floor RVUs and
indirect PE RV Us calculated for the eligible codes under the standard methodology (instead of
one quarter of the distance). Commenters stated that this expansion of the current indirect PE
floor policy would assure that a more appropriate number of indirect PE RV Us are allocated to
these services and would provide greater resources to behavioral health practitioners providing
services to Medicare beneficiaries with behavioral and mental health needs.

Response: We appreciate the support from the commenters for our previously finalized
policy for the adjustment to allocation of indirect PE for some office-based services. While we
share the concern of the commenters in ensuring that behavioral health practitioners have the

proper resources that they need to provide services to Medicare beneficiaries, we note that we



did not propose to make any adjustments to this indirect PE policy for CY 2024 and we are not
finalizing any adjustments to this indirect PE policy for CY 2024. We will consider the
recommendations from the commenters for potential use in future rulemaking.
(e) Setup File Information

e Specialties excluded from ratesetting calculation: For the purposes of calculating the
PE and MP RVUs, we exclude certain specialties, such as certain NPPs paid at a percentage of
the PFS and low volume specialties, from the calculation. These specialties are included for the

purposes of calculating the BN adjustment. They are displayed in Table 2.



TABLE 2: Specialties Excluded from Ratesetting Calculation

Spé(c)l(;l:ty Specialty Description
49 Ambulatory surgical center
50 Nurse practitioner
51 Medical supply company with certified orthotist
52 Medical supply company with certified prosthetist
53 Medical supply company with certified prosthetist-orthotist
54 Medical supply company not included in 51, 52, or 53.
55 Individual certified orthotist
56 Individual certified prosthetist
57 Individual certified prosthetist-orthotist
58 Medical supply company with registered pharmacist
59 Ambulance service supplier, e.g., private ambulance companies, funeral homes, etc.
60 Public health or welfare agencies
61 Voluntary health or charitable agencies
73 Mass immunization roster biller
74 Radiation therapy centers
87 All other suppliers (e.g., drug and department stores)
88 Unknown supplier/provider specialty
89 Certified clinical nurse specialist
96 Optician
97 Physician assistant
A0 Hospital
Al SNF
A2 Intermediate care nursing facility
A3 Nursing facility, other
A4 HHA
AS Pharmacy
A6 Medical supply company with respiratory therapist
A7 Department store
A8 Grocery store
Bl Supplier of oxygen and/or oxygen related equipment (eff. 10/2/2007)
B2 Pedorthic personnel
B3 Medical supply company with pedorthic personnel
B4 Rehabilitation Agency
B5 Ocularist
Cl Centralized Flu
C2 Indirect Payment Procedure
C5 Dentistry

o Crosswalk certain low volume physician specialties: Crosswalk the utilization of
certain specialties with relatively low PFS utilization to the associated specialties.

® Physical therapy utilization: Crosswalk the utilization associated with all physical
therapy services to the specialty of physical therapy.

® [dentify professional and technical services not identified under the usual TC and 26
modifiers: Flag the services that are PC and TC services but do not use TC and 26 modifiers (for

example, electrocardiograms). This flag associates the PC and TC with the associated global



code for use in creating the indirect PE RVUs. For example, the professional service, CPT code

93010 (Electrocardiogram, routine ECG with at least 12 leads; interpretation and report only), is

associated with the global service, CPT code 93000 (Electrocardiogram, routine ECG with at

least 12 leads; with interpretation and report).

® Payment modifiers: Payment modifiers are accounted for in the creation of the file

consistent with current payment policy as implemented in claims processing. For example,

services billed with the assistant at surgery modifier are paid 16 percent of the PFS amount for

that service; therefore, the utilization file is modified to only account for 16 percent of any

service that contains the assistant at surgery modifier. Similarly, for those services to which

volume adjustments are made to account for the payment modifiers, time adjustments are applied

as well. For time adjustments to surgical services, the intraoperative portion in the work time file

is used; where it is not present, the intraoperative percentage from the payment files used by

contractors to process Medicare claims is used instead. Where neither is available, we use the

payment adjustment ratio to adjust the time accordingly. Table 3 details the manner in which the

modifiers are applied.

TABLE 3: Application of Payment Modifiers to Utilization Files

Modifier Description Volume Adjustment Time Adjustment
80,81,82 Assistant at Surgery 16% Intraoperative portion

AS Assistant at Surgery — 14% (85% * 16%) Intraoperative portion

Physician Assistant
50 or Bilateral Surgery 150% 150% of work time
LT and RT

51 Multiple Procedure 50% Intraoperative portion

52 Reduced Services 50% 50%

53 Discontinued Procedure 50% 50%

54 Intraoperative Care only Preoperative + Intraoperative Preoperative + Intraoperative

Percentages on the payment files used portion
by Medicare contractors to process
Medicare claims
55 Postoperative Care only Postoperative Percentage on the Postoperative portion
payment files used by Medicare
contractors to process Medicare claims

62 Co-surgeons 62.5% 50%

66 Team Surgeons 33% 33%
CO, CQ Physical and Occupational 88% 88%

Therapy Assistant Services




We also adjust volume and time that correspond to other payment rules, including special
multiple procedure endoscopy rules and multiple procedure payment reductions (MPPRs). We
note that section 1848(c)(2)(B)(v) of the Act exempts certain reduced payments for multiple
imaging procedures and multiple therapy services from the BN calculation under section
1848(¢c)(2)(B)(ii)(II) of the Act. These MPPRs are not included in the development of the
RVUs.

Beginning in CY 2022, section 1834(v)(1) of the Act required that we apply a 15 percent
payment reduction for outpatient occupational therapy services and outpatient physical therapy
services that are provided, in whole or in part, by a physical therapist assistant (PTA) or
occupational therapy assistant (OTA). Section 1834(v)(2)(A) of the Act required CMS to
establish modifiers to identify these services, which we did in the CY 2019 PFS final rule (83 FR
59654 through 59661), creating the CQ and CO payment modifiers for services provided in
whole or in part by PTAs and OTAs, respectively. These payment modifiers are required to be
used on claims for services with dates of service beginning January 1, 2020, as specified in the
CY 2020 PFS final rule (84 FR 62702 through 62708). We applied the 15 percent payment
reduction to therapy services provided by PTAs (using the CQ modifier) or OTAs (using the CO
modifier), as required by statute. Under sections 1834(k) and 1848 of the Act, payment is made
for outpatient therapy services at 80 percent of the lesser of the actual charge or applicable fee
schedule amount (the allowed charge). The remaining 20 percent is the beneficiary copayment.
For therapy services to which the new discount applies, payment will be made at 85 percent of
the 80 percent of allowed charges. Therefore, the volume discount factor for therapy services to
which the CQ and CO modifiers apply is: (0.20 + (0.80* 0.85), which equals 88 percent.

For anesthesia services, we do not apply adjustments to volume since we use the average
allowed charge when simulating RVUs; therefore, the RVUs as calculated already reflect the
payments as adjusted by modifiers, and no volume adjustments are necessary. However, a time

adjustment of 33 percent is made only for medical direction of two to four cases since that is the



only situation where a single practitioner is involved with multiple beneficiaries concurrently, so
that counting each service without regard to the overlap with other services would overstate the
amount of time spent by the practitioner furnishing these services.

e Work RVUs: The setup file contains the work RVUs from this final rule.

(6) Equipment Cost per Minute

The equipment cost per minute is calculated as:

(1/ (minutes per year * usage)) * price * ((interest rate/(1 (1/((1 + interest rate)”" life of
equipment)))) + maintenance)

Where:

minutes per year = maximum minutes per year if usage were continuous (that is,
usage=1); generally, 150,000 minutes.

usage = variable, see discussion below in this final rule.

price = price of the particular piece of equipment.

life of equipment = useful life of the particular piece of equipment.

maintenance = factor for maintenance; 0.05.

interest rate = variable, see discussion below in this final rule.

Usage: We currently use an equipment utilization rate assumption of 50 percent for most
equipment, with the exception of expensive diagnostic imaging equipment, for which we use a
90 percent assumption as required by section 1848(b)(4)(C) of the Act.

Useful Life: In the CY 2005 PFS final rule we stated that we updated the useful life for
equipment items primarily based on the AHA’s “Estimated Useful Lives of Depreciable Hospital
Assets” guidelines (69 FR 66246). The most recent edition of these guidelines was published in
2018. This reference material provides an estimated useful life for hundreds of different types of
equipment, the vast majority of which fall in the range of 5 to 10 years, and none of which are
lower than 2 years in duration. We believe that the updated editions of this reference material

remain the most accurate source for estimating the useful life of depreciable medical equipment.



In the CY 2021 PFS final rule, we finalized a proposal to treat equipment life durations of
less than 1 year as having a duration of 1 year for the purpose of our equipment price per minute
formula. In the rare cases where items are replaced every few months, we noted that we believe
it is more accurate to treat these items as disposable supplies with a fractional supply quantity as
opposed to equipment items with very short equipment life durations. For a more detailed
discussion of the methodology associated with very short equipment life durations, we referred
readers to the CY 2021 PFS final rule (85 FR 84482 through 84483).

® Maintenance: We finalized the 5 percent factor for annual maintenance in the CY
1998 PFS final rule with comment period (62 FR 33164). As we previously stated in the CY
2016 PFS final rule with comment period (80 FR 70897), we do not believe the annual
maintenance factor for all equipment is precisely 5 percent, and we concur that the current rate
likely understates the true cost of maintaining some equipment. We also noted that we believe it
likely overstates the maintenance costs for other equipment. When we solicited comments
regarding sources of data containing equipment maintenance rates, commenters were unable to
identify an auditable, robust data source that could be used by CMS on a wide scale. We noted
that we did not believe voluntary submissions regarding the maintenance costs of individual
equipment items would be an appropriate methodology for determining costs. As a result, in the
absence of publicly available datasets regarding equipment maintenance costs or another
systematic data collection methodology for determining a different maintenance factor, we did
not propose a variable maintenance factor for equipment cost per minute pricing as we did not
believe that we have sufficient information at present. We noted that we would continue to
investigate potential avenues for determining equipment maintenance costs across a broad range
of equipment items.

o [nterest Rate: Inthe CY 2013 PFS final rule with comment period (77 FR 68902), we
updated the interest rates used in developing an equipment cost per minute calculation (see 77

FR 68902 for a thorough discussion of this issue). The interest rate was based on the Small



Business Administration (SBA) maximum interest rates for different categories of loan size
(equipment cost) and maturity (useful life). The Interest rates are listed in Table 4.

TABLE 4: SBA Maximum Interest Rates

Price Useful Life Interest Rate
<$25K <7 Years 7.50%
$25K to $50K <7 Years 6.50%
>$50K <7 Years 5.50%
<$25K 7+ Years 8.00%
$25K to $50K 7+ Years 7.00%
>$50K 7+ Years 6.00%

We did not propose any changes to the equipment interest rates for CY 2024.
3. Adjusting RVUs To Match the PE Share of the Medicare Economic Index (MEI)

In the past, we have stated that we believe that the MEI is the best measure available of
the relative weights of the three components in payments under the PFS—work, practice expense
(PE), and malpractice (MP). Accordingly, we believe that to assure that the PFS payments
reflect the relative resources in each of these PFS components as required by section 1848(c)(3)
of the Act, the RVUs used in developing rates should reflect the same weights in each
component as the cost share weights in the Medicare Economic Index (MEI). In the past, we
have proposed (and subsequently, finalized) to accomplish this by holding the work RVUs
constant and adjusting the PE RVUs, MP RVUs, and CF to produce the appropriate balance in
RVUs among the three PFS components and payment rates for individual services, that is, that
the total RVUs on the PFS are proportioned to approximately 51 percent work RVUs, 45 percent
PE RVUs, and 4 percent MP RVUs. As the MEI cost shares are updated, we would typically
propose to modify steps 3 and 10 to adjust the aggregate pools of PE costs (direct PE in step 3
and indirect PE in step 10) in proportion to the change in the PE share in the rebased and revised
MEI cost share weights, and to recalibrate the relativity adjustment that we apply in step 18 as
described “3. Adjusting RVUs To Match PE Share of the Medicare Economic Index (MEI)” of
the CY 2023 PFS final rule (87 FR 69414 and 69415) and CY 2014 PFS final rule (78 FR 74236

and 74237). The most recent recalibration was done for the CY 2014 RV Us.




In the CY 2014 PFS proposed rule (78 FR 43287 through 43288) and final rule (78 FR
74236 through 74237), we detailed the steps necessary to accomplish this result (see steps 3, 10,
and 18). The CY 2014 proposed and final adjustments were consistent with our longstanding
practice to make adjustments to match the RVUs for the PFS components with the MEI cost
share weights for the components, including the adjustments described in the CY 1999 PFS final
rule (63 FR 58829), CY 2004 PFS final rule (68 FR 63246 and 63247), and CY 2011 PFS final
rule (75 FR 73275).

In the CY 2023 PFS final rule (87 FR 69688 through 69711), we finalized to rebase and
revise the Medicare Economic Index (MEI) to reflect more current market conditions faced by
physicians in furnishing physicians' services. We also finalized a delay of the adjustments to the
PE pools in steps 3 and 10 and the recalibration of the relativity adjustment in step 18 until the
public had an opportunity to comment on the rebased and revised MEI (87 FR 69414 through
69416). Because we finalized significant methodological and data source changes to the MEI in
the CY 2023 PFS final rule and significant time has elapsed since the last rebasing and revision
of the MEI in CY 2014, we believed that delaying the implementation of the finalized CY 2023
rebased and revised MEI was consistent with our efforts to balance payment stability and
predictability with incorporating new data through more routine updates. We refer readers to the
discussion of our comment solicitation in the CY 2023 PFS final rule (87 FR 69429 through
69432), where we reviewed our ongoing efforts to update data inputs for PE to aid stability,
transparency, efficiency, and data adequacy. We also solicited comment in the CY 2023 PFS
proposed rule on when and how to best incorporate the CY 2023 rebased and revised MEI into
PFS ratesetting, and whether it would be appropriate to consider a transition to full
implementation for potential future rulemaking. We presented the impacts of implementing the
rebased and revised MEI in PFS ratesetting through a 4-year transition and through full
immediate implementation, that is, with no transition period in the CY 2023 PFS proposed rule.

We also solicited comment on other implementation strategies for potential future rulemaking in



the CY 2023 PFS proposed rule. In the CY 2023 PFS final rule, we discussed that many
commenters supported our proposed delayed implementation and many commenters expressed
concerns with the redistributive impacts of the implementation of the rebased and revised MEI in
PFS ratesetting. Many commenters also noted that the AMA has stated it intends to collect
practice cost data from physician practices in the near future which could be used to derive cost
share weights for the MEI and RVU shares.

In light of the AMA’s intended data collection efforts in the near future and because the
methodological and data source changes to the MEI finalized in the CY 2023 PFS final rule
would have significant impacts on PFS payments, we continue to believe that delaying the
implementation of the finalized 2017-based MEI cost share weights for the RVUs is consistent
with our efforts to balance payment stability and predictability with incorporating new data
through more routine updates. Therefore, we did not propose to incorporate the 2017-based MEI
in PFS ratesetting for CY 2024.

As discussed above, in the CY 2023 PFS rulemaking, we finalized to rebase and revise
the MEI to reflect more current market conditions faced by physicians in furnishing physicians’
services. The final 2017-based MEI relies on a methodology that uses publicly available data
sources for input costs that represent all types of physician practice ownership, not limited to
only self-employed physicians. The 2006-based MEI relied on the 2006 AMA PPIS survey data;
as of this CY 2024 rulemaking, this survey had not been updated. Given the changes in the
physician and supplier industry and the time since the last update to the base year, we finalized a
methodology that would allow us to update the MEI on a consistent basis in the future. The
2017-based MEI cost share weights are derived predominantly from the annual expense data
from the U.S. Census Bureau’s Services Annual Survey (SAS,
https://www.census.gov/programs-surveys/sas.html). We supplement the 2017 SAS expense
data by using several data sources to further disaggregate compensation costs and all other

residual costs (87 FR 69688 through 69708).



We continue to review more recently available data from the Census Bureau Services
Annual Survey, the main data source for the major components of the 2017-based MEI cost
share weights. Data is currently available through 2021. Given that the impact of the PHE may
influence the 2020 and 2021 data, we continue to evaluate whether the recent trends are
reflective of sustained shifts in cost structures or were temporary as a result of the COVID-19
PHE. The 2022 data from the Services Annual Survey will be available later this year. We will
monitor that data and any other data that may become available related to physician services'
input expenses and will propose any changes to the MEI, if appropriate, in future rulemaking.

The following is a summary of the comments we received and our responses.

Comment: Many commenters supported our continued delayed implementation of the
rebased and revised MEI in PFS ratesetting. Most of these commenters urged CMS to pause
consideration of other sources for the MEI until the AMA's efforts to collect practice cost data
from physician practices have concluded. A few commenters urged CMS to implement the MEI
for PFS ratesetting as soon as possible.

Response: We appreciate commenters' feedback, specifically as it relates to updating
PFS ratesetting, and will consider the commenters' feedback in future rulemaking.

Comment: One commenter stated that the methodology for deriving the 2017-based MEI
cost share weights is flawed because the use of the SAS data as the primary data source for
expenses omits facility-based physicians which, according to BLS Occupational Employment
and Wage Statistics (OEWS) data, accounts for 36 percent of physicians who are employed in
the health sector. The commenter states that correcting for the omission would result in an
increase to the physician work cost share weight and a much smaller reduction to the
professional liability insurance (PLI) cost share weight in the MEI.

The commenter noted that in response to a similar comment in the CY 2023 PFS final
rule, CMS responded that "for physicians who are employed in other healthcare settings directly,

such as hospitals, we do not believe that including costs for physicians that do not incur any



operating expenses associated with running a practice would be technically appropriate."
However, the commenter stated that this fails to consider that the MEI cost share weights also
cover physician compensation and professional liability insurance. The commenter stated that by
excluding NAICS 6221 General Medical and Surgical Hospitals in the CMS MEI cost share
weights analysis, CMS inadvertently omitted over $30 billion in physician compensation and
over $7 billion in professional liability insurance compensation. Also, the commenter noted that
physician practices do still have some indirect PE costs even for providers who are solely
facility-based (coding, billing, scheduling, etc.). The commenter claimed that the CMS analysis
of the US Census SAS data captured a large majority of PE covered by the PFS but only a subset
of the physician compensation and professional liability insurance premiums.

The commenter requested that CMS make changes to the methodology for deriving the
MEI cost share weights to correct for the omission of costs for facility-based physicians.

Response: We appreciate the commenter’s concern regarding the methodology for the
2017-based MEI. As explained in the 2023 PFS final rule (87 FR 69688 through 69710), the
development of the MEI cost share weights (which would reflect all costs including work, PE
and PLI) is intended to be consistent with costs associated with providing physician services as
paid for by the PFS. Thus, we are using a data source that reflects the nature of those costs,
which we have determined to be the U.S. Census Bureau’s Services Annual Survey. This data
source shows all ownership types of physicians’ offices as determined by the North American
Industrial Classification System (NAICS). Unfortunately, there is currently no data source
available that would provide a comprehensive collection of physician expense data for
physicians that directly contract with hospitals or other healthcare settings. While there are
compensation costs for employed physicians working in an alternative setting such as a hospital
or SNF and other associated expenses, including those for PLI, those costs would be captured in
reporting for those other settings — such as hospitals, home health agencies, or skilled nursing

facilities. For example, if a physician is directly employed by a hospital, that is, not just a



hospital-owned physician practice, then those costs would be captured in the reported SAS
expenses for NAICS 622 (Hospitals) and on the Medicare cost report submitted by the hospital.
Unfortunately, there is currently no mechanism for identifying those specific expenses distinct to
providing physician services separately from the provider’s other expenses. Therefore, we have
used a data source that we believe reflects the most up-to-date, comprehensive, and regularly
published data on physician expenses for the majority of physicians (which would be captured in
NAICS 621111 — Offices of Physicians). We welcome the public to provide any other data
source that could be considered, in concert with the SAS data, to address the commenters
concerns. Additionally, we understand that the AMA is currently collecting data on physician
expenses and we will analyze the data if made available to CMS. We note that CMS did not
propose changes to the methodology for deriving the MEI cost share weights for CY 2024.or.
4. Changes to Direct PE Inputs for Specific Services

This section focuses on specific PE inputs. The direct PE inputs are included in the CY
2024 direct PE input public use files, which are available on the CMS website under downloads
for the CY 2024 PFS final rule at Attp.//www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html.
a. Standardization of Clinical Labor Tasks

As we noted in the CY 2015 PFS final rule with comment period (79 FR 67640 through
67641), we continue to make improvements to the direct PE input database to provide the
number of clinical labor minutes assigned for each task for every code in the database instead of
only including the number of clinical labor minutes for the preservice, service, and post service
periods for each code. In addition to increasing the transparency of the information used to set
PE RVUs, this level of detail would allow us to compare clinical labor times for activities
associated with services across the PFS, which we believe is important to maintaining the
relativity of the direct PE inputs. This information would facilitate the identification of the usual

numbers of minutes for clinical labor tasks and the identification of exceptions to the usual



values. It would also allow for greater transparency and consistency in the assignment of
equipment minutes based on clinical labor times. Finally, we believe that the detailed
information can be useful in maintaining standard times for particular clinical labor tasks that can
be applied consistently to many codes as they are valued over several years, similar in principle
to the use of physician preservice time packages. We believe that setting and maintaining such
standards would provide greater consistency among codes that share the same clinical labor tasks
and could improve relativity of values among codes. For example, as medical practice and
technologies change over time, changes in the standards could be updated simultaneously for all
codes with the applicable clinical labor tasks, instead of waiting for individual codes to be
reviewed.

In the CY 2016 PFS final rule with comment period (80 FR 70901), we solicited
comments on the appropriate standard minutes for the clinical labor tasks associated with
services that use digital technology. After consideration of comments received, we finalized
standard times for clinical labor tasks associated with digital imaging at 2 minutes for
“Availability of prior images confirmed”, 2 minutes for “Patient clinical information and
questionnaire reviewed by technologist, order from physician confirmed and exam protocoled by
radiologist”, 2 minutes for “Review examination with interpreting MD”, and 1 minute for “Exam
documents scanned into PACS” and “Exam completed in RIS system to generate billing process
and to populate images into Radiologist work queue.” In the CY 2017 PFS final rule (81 FR
80184 through 80186), we finalized a policy to establish a range of appropriate standard minutes
for the clinical labor activity, “Technologist QCs images in PACS, checking for all images,
reformats, and dose page.” These standard minutes will be applied to new and revised codes that
make use of this clinical labor activity when they are reviewed by us for valuation. We finalized
a policy to establish 2 minutes as the standard for the simple case, 3 minutes as the standard for
the intermediate case, 4 minutes as the standard for the complex case, and 5 minutes as the

standard for the highly complex case. These values were based upon a review of the existing



minutes assigned for this clinical labor activity; we determined that 2 minutes is the duration for
most services and a small number of codes with more complex forms of digital imaging have
higher values. We also finalized standard times for a series of clinical labor tasks associated
with pathology services in the CY 2016 PFS final rule with comment period (80 FR 70902). We
do not believe these activities would be dependent on number of blocks or batch size, and we
believe that the finalized standard values accurately reflect the typical time it takes to perform
these clinical labor tasks.

In reviewing the RUC-recommended direct PE inputs for CY 2019, we noticed that the 3
minutes of clinical labor time traditionally assigned to the “Prepare room, equipment and
supplies” (CA013) clinical labor activity were split into 2 minutes for the “Prepare room,
equipment and supplies” activity and 1 minute for the “Confirm order, protocol exam” (CA014)
activity. We proposed to maintain the 3 minutes of clinical labor time for the “Prepare room,
equipment and supplies” activity and remove the clinical labor time for the “Confirm order,
protocol exam” activity wherever we observed this pattern in the RUC-recommended direct PE
inputs. Commenters explained in response that when the new version of the PE worksheet
introduced the activity codes for clinical labor, there was a need to translate old clinical labor
tasks into the new activity codes, and that a prior clinical labor task was split into two of the new
clinical labor activity codes: CA007 (Review patient clinical extant information and
questionnaire) in the preservice period, and CA014 (Confirm order, protocol exam) in the
service period. Commenters stated that the same clinical labor from the old PE worksheet was
now divided into the CA007 and CA014 activity codes, with a standard of 1 minute for each
activity. We agreed with commenters that we would finalize the RUC-recommended 2 minutes
of clinical labor time for the CA007 activity code and 1 minute for the CA014 activity code in
situations where this was the case. However, when reviewing the clinical labor for the reviewed
codes affected by this issue, we found that several of the codes did not include this old clinical

labor task, and we also noted that several of the reviewed codes that contained the CA014



clinical labor activity code did not contain any clinical labor for the CA007 activity. In these
situations, we continue to believe that in these cases, the 3 total minutes of clinical staff time
would be more accurately described by the CA013 “Prepare room, equipment and supplies”
activity code, and we finalized these clinical labor refinements. For additional details, we direct
readers to the discussion in the CY 2019 PFS final rule (83 FR 59463 through 59464).

Following the publication of the CY 2020 PFS proposed rule, one commenter expressed
concern with the published list of common refinements to equipment time. The commenter stated
that these refinements were the formulaic result of the applying refinements to the clinical labor
time and did not constitute separate refinements; the commenter requested that CMS no longer
include these refinements in the table published each year. In the CY 2020 PFS final rule, we
agreed with the commenter that these equipment time refinements did not reflect errors in the
equipment recommendations or policy discrepancies with the RUC’s equipment time
recommendations. However, we believed that it was important to publish the specific equipment
times that we were proposing (or finalizing in the case of the final rule) when they differed from
the recommended values due to the effect that these changes can have on the direct costs
associated with equipment time. Therefore, we finalized the separation of the equipment time
refinements associated with changes in clinical labor into a separate table of refinements. For
additional details, we direct readers to the discussion in the CY 2020 PFS final rule (84 FR
62584).

Historically, the RUC has submitted a “PE worksheet” that details the recommended
direct PE inputs for our use in developing PE RVUs. The format of the PE worksheet has varied
over time and among the medical specialties developing the recommendations. These variations
have made it difficult for both the RUC’s development and our review of code values for
individual codes. Beginning with its recommendations for CY 2019, the RUC has mandated the
use of a new PE worksheet for purposes of their recommendation development process that

standardizes the clinical labor tasks and assigns them a clinical labor activity code. We believe



the RUC’s use of the new PE worksheet in developing and submitting recommendations will
help us to simplify and standardize the hundreds of different clinical labor tasks currently listed
in our direct PE database. As we did in previous calendar years, to facilitate rulemaking for CY
2024, we are continuing to display two versions of the Labor Task Detail public use file: one
version with the old listing of clinical labor tasks, and one with the same tasks crosswalked to the
new listing of clinical labor activity codes. These lists are available on the CMS website under
downloads for the CY 2024 PFS final rule at http.//www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html.
b. Updates to Prices for Existing Direct PE Inputs

In the CY 2011 PFS final rule with comment period (75 FR 73205), we finalized a
process to act on public requests to update equipment and supply price and equipment useful life
inputs through annual rulemaking, beginning with the CY 2012 PFS proposed rule. Beginning in
CY 2019 and continuing through CY 2022, we conducted a market-based supply and equipment
pricing update, using information developed by our contractor, StrategyGen, which updated
pricing recommendations for approximately 1300 supplies and 750 equipment items currently
used as direct PE inputs. Given the potentially significant changes in payment that would occur,
in the CY 2019 PFS final rule we finalized a policy to phase in our use of the new direct PE
input pricing over a 4-year period using a 25/75 percent (CY 2019), 50/50 percent (CY 2020),
75/25 percent (CY 2021), and 100/0 percent (CY 2022) split between new and old pricing. We
believed that implementing the proposed updated prices with a 4-year phase-in would improve
payment accuracy, while maintaining stability and allowing interested parties the opportunity to
address potential concerns about changes in payment for particular items. This 4-year transition
period to update supply and equipment pricing concluded in CY 2022; for a more detailed
discussion, we refer readers to the CY 2019 PFS final rule with comment period (83 FR 59473

through 59480).



For CY 2024, we proposed to update the price of 16 supplies and two equipment items in
response to the public submission of invoices following the publication of the CY 2023 PFS final
rule. The 16 supply and equipment items with proposed updated prices were listed in the
valuation of specific codes section of the preamble under Table 15, CY 2024 Invoices Received
for Existing Direct PE Inputs (88 FR 52348).

We did not propose to update the price of another eleven supplies which were the subject
of public submission of invoices. Our rationale for not updating these prices is detailed below:

o FExtended external ECG patch, medical magnetic tape recorder (SD339): We received
additional invoices for the SD339 supply from an interested party. Upon review of the invoices,
we determined that they contained the identical price point that we previously incorporated into
last year’s rule when we finalized a price of $260.35 for the supply item (87 FR 69514 through
69516). Since these invoices did not contain any new information, we stated in the proposed rule
that we are maintaining the previously finalized price of $260.35 for the SD339 supply.

® Permanent marking pen (SL477), Liquid coverslip (Ventana 650-010) (SL479), EZ
Prep (10X) (Ventana 950-102) (SL481), Cell Conditioning 1 (Ventana 950-124) (SL482), and
Hematoxylin Il (Ventana 790-2208) (SL483): We received invoices from interested parties for
use in updating the price of these laboratory supplies. In each case, however, we were able to
find the same supply item available for sale online at the current price or cheaper. Therefore, we
do not believe that the submitted invoices represent typical market pricing for these supplies and
we did not propose to update their prices.

® Mask, surgical (SB033), scalpel with blade, surgical (#10-20) (SF033), eye shield,
non-fog (SG049), gauze, non-sterile 4in x 4in (SG051), and towel, paper (Bounty) (per sheet)
(SK082): We received invoices from interested parties for use in updating the price of these
common supply items. In each case, we received a single invoice and once again we were able to
find the same supply items available for sale online at the current price or cheaper. Generally

speaking, we avoid updating the price for common supply items like the SB033 surgical mask



(included in approximately 380 HCPCS codes) based on the submission of a single invoice, as an
invoice unrepresentative of current market pricing will have far-reaching effects across the PFS.
We did not find that the typical price for a surgical mask had increased by more than 60 percent
since the supply and equipment pricing update concluded in CY 2022, and as such we stated in
the proposed rule that we are maintaining the current price for these supply items.

We received the following comments on our proposed updates to supply and equipment
pricing:

Comment: Several commenters stated that they supported the proposed pricing updates of
the following supplies and equipment items: SC084, SC085, SM008, SL491, EP034, EP111,
SA110, SL077, SL495, SL475, SL488, SL474, and SL486. The commenters urged CMS to
finalize the updates as proposed.

Response: We appreciate the support for our proposed pricing from the commenters.

Comment: A commenter stated that they had submitted invoices during the pre-
rulemaking period, in February 2023, to support CMS with identifying the appropriate direct PE
inputs for equipment and supplies used in physician pathology services. The commenter listed
ten supply and equipment items with updated pricing in the proposed rule (EP034, EP111,
SA110, SL077, SL474, SL475, SL486, SL488, SL491, SL495) and stated that they supported the
proposed pricing changes for these items and urged CMS to finalize them as proposed in the
final rule.

Response: We appreciate the support for our proposed pricing from the commenter.

Comment: Several commenters stated that they appreciated CMS’ conclusion that the
current price of $260.35 should be maintained for supply item SD339 (extended external ECG
patch, medical magnetic tape recorder) for CY 2024. The commenters stated that the proposed
pricing represented much-needed payment stability for providers of the long term

electrocardiographic (LT-ECG) monitoring service and it was in the best interest of Medicare



beneficiaries for CMS to support continued patient access to these services through the
maintenance of fair and stable provider reimbursement.

Response: We appreciate the support for our proposed pricing from the commenters.

Comment: A commenter submitted approximately 50 invoices with the intention of
persuading CMS to update the pricing for the Tubing set, blood warmer (SC084) and Tubing set,
plasma exchange (SCO085) supplies. The commenter stated that these invoices were based on
sales to U.S. customers in June and July 2023 and requested that CMS update their prices to
reflect the data contained on the invoices.

Response: We appreciate the large quantity of pricing data provided by the commenter
for use in updating the pricing of the SC084 and SC085 supplies. After reviewing the invoices,
we agree with the commenter that the Tubing set, blood warmer (SC084) supply is more
accurately priced at $16.27 and the Tubing set, plasma exchange (SC085) supply is more
accurately priced at $277.20. We are finalizing these updated prices based on the market-based
pricing contained in this large sample of submitted invoices.

The following are additional comments that we received associated with supply and
equipment pricing:

Comment: A commenter stated that the non-facility reimbursement is significantly
undervalued for CPT code 36836 (Percutaneous arteriovenous fistula creation, upper extremity,
single access of both the peripheral artery and peripheral vein, including fistula maturation
procedures (eg, transluminal balloon angioplasty, coil embolization) when performed, including
all vascular access, imaging guidance and radiologic supervision and interpretation). The
commenter stated that an angiography room (EL011) should be included in the equipment item
inputs for CPT code 36836, since it is included in CPT code 36837, instead of the current
vascular ultrasound room (EL016). The commenter also stated that CMS should update the
pricing for the Ellipsys Vascular Access Catheter (SD351) supply item as the price of $6000 is

not representative of the current cost of the device. The commenter submitted approximately 70



invoices with the intention of persuading CMS to update the pricing for the SD351 supply to
$7,378.75.

Response: We disagree with the commenter that the use of an angiography room would
be more typical than the use of a vascular ultrasound room for CPT code 36837, the vascular
ultrasound room was recommended by the RUC and finalized by CMS in CY 2023 rulemaking
(87 FR 69485 through 69489). However, we appreciate the submission of a large quantity of
pricing data provided by the commenter for use in updating the pricing of the SD351 supply. We
previously wrote in CY 2023 rulemaking that we were concerned that the submission of a single
invoice would represent an increase from $6000 to $8950 for the SD351 supply, an extraordinary
increase in the span of 6 months since the service was reviewed at the January 2022 RUC
meeting, and that we would consider supply pricing in future updates to this service.

With the much larger batch of invoice data supplied by the commenter, it is clear that the
Ellipsys Vascular Access Catheter (SD351) supply item has a bimodal pricing structure, with
almost exactly half of the submitted invoices listed at the current price of $6000 while the other
half were priced at $8950. Based on this updated pricing data, we therefore agree that the
commenter’s suggested price change to $7,378.75 is an appropriate update to the price of the
SD351 supply as it falls between the two poles of the pricing distribution. We are finalizing this
update to the price of the SD351 supply to more accurately reflect the typical market price.

Comment: A commenter submitted a series of approximately 100 invoices for use in
pricing a new supply item known as the WatchPAT One device. The commenter stated that this
was a separate supply from the WatchPAT pneumo-opt slp probes (SD263) item currently listed
in the CMS supply database priced at $73.32. The commenter detailed the clinical benefits
associated with the WatchPAT One device and provided to CMS copies of purchase invoices
reflecting sales of approximately 3,000 units across all geographic regions of the country to

support the commenter’s requested value of $98.20 for the supply item.



Response: We appreciate the submission of this large quantity of pricing data associated
with the WatchPAT One device. Although there are no HCPCS codes that currently include the
WatchPAT One device as a supply item, we will add the WatchPAT One device to our supply
database with its own supply code (SD362) at the requested price of $98.20 so that it can be used
in future reviews of services that typically make use of this product.

Comment: A commenter stated that there are numerous discrepancies between the
aggregated cost of some of the supply packs and the individual item components contained
within. The commenter stated that these mathematical errors should be rectified as soon as
possible by CMS to ensure that the sum correctly matches the totals from the individual items,
and the commenter recommended that CMS resolve these pricing discrepancies in the supply
packs during CY 2024 rulemaking. The commenter submitted RUC workgroup
recommendations to update pricing for a series of supply packs along with their comment letter.

Response: We appreciate the additional information and RUC workgroup
recommendations provided by the commenter regarding discrepancies in the aggregated cost of
some supply packs. However, due to the projected significant cost revisions in the pricing of
supply packs, and because we did not propose to address supply pack pricing in the CY 2024
proposed rule, we believe that this issue would be better addressed in future rulemaking. For
example, the cleaning and disinfecting endoscope pack (SA042) is included as a supply input in
more than 300 HCPCS codes which could have a sizable impact on the overall valuation of these
services, and which was not incorporated into the proposed RVUs published for the CY 2024
proposed rule. We believe that interested parties will be better served if CMS addresses this topic
in a comprehensive manner during a potential future rulemaking in which commenters could
provide feedback in response to proposed pricing updates.

Comment: A commenter reviewed the issue of skin adhesives and identified several
generic alternatives to the use of the skin adhesive (Dermabond) (SG007) supply. The

commenter stated that there are multiple skin adhesive products, at different price points,



available that work similarly to Dermabond and requested that generic alternatives should be
used overall in place of brand names in the CMS supply database. The commenter made a series
of suggestions for CMS to create new medical supply item codes to encompass the generic
formulations of cyanoacrylate skin adhesive in multidose form and single use sterile application.

Response: We note that these revisions to the skin adhesive supplies were incorporated
into the recommendations from the April 2023 RUC meeting where several skin adhesive
procedures were reviewed. As we stated with respect to the pricing of supply packs above, we
believe that this issue would be better addressed in a potential future rulemaking, for example as
part of the RUC review of these skin adhesive procedures for the upcoming CY 2025 cycle. This
would allow CMS to make any potential revisions to the skin adhesive supplies while the
HCPCS codes in question are also under formal review to minimize disruption to existing
services.

Comment: Several commenters recommended that CMS separately identify and pay for
high-cost disposable supplies. Commenters stated that this would address the outsized impact
that high-cost disposable supplies have within the current PE RVU methodology; if high cost
supplies were paid separately with appropriate HCPCS codes, their indirect expense would no
longer be associated with that service. Commenters stated that the result would be that indirect
PE RVUs would be redistributed throughout the specialty PE pool and the PE for all other
services. Commenters recommended that CMS separately identify and pay for high-cost
disposable supplies priced more than $500 using appropriate HCPCS codes.

Response: We have received a number of prior requests from interested parties ,
including the RUC, to implement separately billable alpha-numeric Level Il HCPCS codes to
allow practitioners to be paid the cost of high cost disposable supplies per patient encounter
instead of per CPT code. We stated at the time, and we continue to believe, that this option
presents a series of potential problems that we have addressed previously in the context of the

broader challenges regarding our ability to price high cost disposable supply items. (For a



discussion of this issue, we direct the reader to our discussion in the CY 2011 PFS final rule with
comment period (75 FR 73251)).

After consideration of the comments, we are finalizing updates to the pricing of the
supply and equipment items as listed in Table 17 and detailed above. These supply and
equipment items with updated prices are listed in the valuation of specific codes section of the
preamble under Table 17, CY 2024 Invoices Received for Existing Direct PE Inputs.

(1) Invoice Submission

We remind readers that we routinely accept public submission of invoices as part of our
process for developing payment rates for new, revised, and potentially misvalued codes. Often
these invoices are submitted in conjunction with the RUC-recommended values for the codes.
To be included in a given year’s proposed rule, we generally need to receive invoices by the
same February 10th deadline we noted for consideration of RUC recommendations. However,
we will consider invoices submitted as public comments during the comment period following
the publication of the PFS proposed rule and would consider any invoices received after
February 10th or outside of the public comment process as part of our established annual process
for requests to update supply and equipment prices. Interested parties are encouraged to submit
invoices with their public comments or, if outside the notice and comment rulemaking process,
via email at PE Price Input Update@cms.hhs.gov.

c. Clinical Labor Pricing Update

Section 220(a) of the PAMA provides that the Secretary may collect or obtain
information from any eligible professional or any other source on the resources directly or
indirectly related to furnishing services for which payment is made under the PFS, and that such
information may be used in the determination of relative values for services under the PFS. Such
information may include the time involved in furnishing services; the amounts, types, and prices
of PE inputs; overhead and accounting information for practices of physicians and other

suppliers, and any other elements that would improve the valuation of services under the PFS.



Beginning in CY 2019, we updated the supply and equipment prices used for PE as part
of a market-based pricing transition; CY 2022 was the final year of this 4-year transition. We
initiated a market research contract with StrategyGen to conduct an in-depth and robust market
research study to update the supply and equipment pricing for CY 2019, and we finalized a
policy in CY 2019 to phase in the new pricing over a period of 4 years. However, we did not
propose to update the clinical labor pricing, and the pricing for clinical labor has remained
unchanged during this pricing transition. Clinical labor rates were last updated for CY 2002
using Bureau of Labor Statistics (BLS) data and other supplementary sources where BLS data
were not available; we refer readers to the full discussion in the CY 2002 PFS final rule for
additional details (66 FR 55257 through 55262).

Interested parties raised concerns that the long delay since clinical labor pricing was last
updated created a significant disparity between CMS’ clinical wage data and the market average
for clinical labor. In recent years, a number of interested parties suggested that certain wage
rates were inadequate because they did not reflect current labor rate information. Some
interested parties also stated that updating the supply and equipment pricing without updating the
clinical labor pricing could create distortions in the allocation of direct PE. They argued that
since the pool of aggregated direct PE inputs is budget neutral, if these rates are not routinely
updated, clinical labor may become undervalued over time relative to equipment and supplies,
especially since the supply and equipment prices are in the process of being updated. There was
considerable interest among interested parties in updating the clinical labor rates, and when we
solicited comment on this topic in past rules, such as in the CY 2019 PFS final rule (83 FR
59480), interested parties supported the idea.

Therefore, we proposed to update the clinical labor pricing for CY 2022, in conjunction
with the final year of the supply and equipment pricing update (86 FR 39118 through 39123).
We believed it was important to update the clinical labor pricing to maintain relativity with the

recent supply and equipment pricing updates. We proposed to use the methodology outlined in



the CY 2002 PFS final rule (66 FR 55257), which draws primarily from BLS wage data, to
calculate updated clinical labor pricing. As we stated in the CY 2002 PFS final rule, the BLS’
reputation for publishing valid estimates that are nationally representative led to the choice to use
the BLS data as the main source. We believe that the BLS wage data continues to be the most
accurate source to use as a basis for clinical labor pricing and this data will appropriately reflect
changes in clinical labor resource inputs for purposes of setting PE RVUs under the PFS. We
used the most current BLS survey data (2019) as the main source of wage data for our CY 2022
clinical labor proposal.

We recognized that the BLS survey of wage data does not cover all the staff types
contained in our direct PE database. Therefore, we crosswalked or extrapolated the wages for
several staff types using supplementary data sources for verification whenever possible. In
situations where the price wages of clinical labor types were not referenced in the BLS data, we
used the national salary data from the Salary Expert, an online project of the Economic Research
Institute that surveys national and local salary ranges and averages for thousands of job titles
using mainly government sources. (A detailed explanation of the methodology used by Salary
Expert to estimate specific job salaries can be found at www.salaryexpert.com). We previously
used Salary Expert information as the primary backup source of wage data during the last update
of clinical labor pricing in CY 2002. If we did not have direct BLS wage data available for a
clinical labor type, we used the wage data from Salary Expert as a reference for pricing, then
crosswalked these clinical labor types to a proxy BLS labor category rate that most closely
matched the reference wage data, similar to the crosswalks used in our PE/HR allocation. For
example, there is no direct BLS wage data for the Mammography Technologist (L043) clinical
labor type; we used the wage data from Salary Expert as a reference and identified the BLS wage
data for Respiratory Therapists as the best proxy category. We calculated rates for the “blend”
clinical labor categories by combining the rates for each labor type in the blend and then dividing

by the total number of labor types in the blend.



As in the CY 2002 clinical labor pricing update, the proposed cost per minute for each
clinical staff type was derived by dividing the average hourly wage rate by 60 to arrive at the per
minute cost. In cases where an hourly wage rate was not available for a clinical staff type, the
proposed cost per minute for the clinical staff type was derived by dividing the annual salary
(converted to 2021 dollars using the Medicare Economic Index) by 2080 (the number of hours in
a typical work year) to arrive at the hourly wage rate and then again by 60 to arrive at the per
minute cost. We ultimately finalized the use of median BLS wage data, as opposed to mean BLS
wage data, in response to comments in the CY 2022 PFS final rule. To account for the
employers’ cost of providing fringe benefits, such as sick leave, we finalized the use of a benefits
multiplier of 1.296 based on a BLS release from June 17, 2021 (USDL-21-1094). As an example
of this process, for the Physical Therapy Aide (L023A) clinical labor type, the BLS data
reflected a median hourly wage rate of $12.98, which we multiplied by the 1.296 benefits
modifier and then divided by 60 minutes to arrive at the finalized per-minute rate of $0.28.

After considering the comments on our CY 2022 proposals, we agreed with commenters
that the use of a multi-year transition would help smooth out the changes in payment resulting
from the clinical labor pricing update, avoiding potentially disruptive changes in payment for
affected interested parties, and promoting payment stability from year-to-year. We believed it
would be appropriate to use a 4-year transition, as we have for several other broad-based updates
or methodological changes. While we recognized that using a 4-year transition to implement the
update means that we will continue to rely in part on outdated data for clinical labor pricing until
the change is fully completed in CY 2025, we agreed with the commenters that these significant
updates to PE valuation should be implemented in the same way, and for the same reasons, as for
other major updates to pricing such as the recent supply and equipment update. Therefore, we
finalized the implementation of the clinical labor pricing update over 4 years to transition from
current prices to the final updated prices in CY 2025. We finalized the implementation of this

pricing transition over 4 years, such that one quarter of the difference between the current price



and the fully phased-in price is implemented for CY 2022, one third of the difference between
the CY 2022 price and the final price is implemented for CY 2023, and one half of the difference
between the CY 2023 price and the final price is implemented for CY 2024, with the new direct
PE prices fully implemented for CY 2025. (86 FR 65025) An example of the transition from the
current to the fully-implemented new pricing that we finalized in the CY 2022 PFS final rule is
provided in Table 5.

TABLE 5: Example of Clinical Labor Pricing Transition

Current Price $1.00
Final Price $2.00
Year 1 (CY 2022) Price $1.25 1/4 difference between $1.00 and $2.00
Year 2 (CY 2023) Price $1.50 1/3 difference between $1.25 and $2.00
Year 3 (CY 2024) Price $1.75 1/2 difference between $1.50 and $2.00
Final (CY 2025) Price $2.00

(1) CY 2023 Clinical Labor Pricing Updates

For CY 2023, we received information from one interested party regarding the pricing of
the Histotechnologist (L037B) clinical labor type. The interested party provided data from the
2019 Wage Survey of Medical Laboratories which supported an increase in the per-minute rate
from the $0.55 finalized in the CY 2022 PFS final rule to $0.64. This rate of $0.64 for the L037B
clinical labor type is a close match to the online salary data that we had for the Histotechnologist
and matches the $0.64 rate that we initially proposed for LO37B in the CY 2022 PFS proposed
rule. Based on the wage data provided by the commenter, we proposed this $0.64 rate for the
L037B clinical labor type for CY 2023; we also proposed a slight increase in the pricing for the
Lab Tech/Histotechnologist (LO35A) clinical labor type from $0.55 to $0.60 as it is a blend of
the wage rate for the Lab Technician (L033A) and Histotechnologist clinical labor types. We
also proposed the same increase to $0.60 for the Angio Technician (L041A) clinical labor type,
as we previously established a policy in the CY 2022 PFS final rule that the pricing for the

L041A clinical labor type would match the rate for the LO35A clinical labor type (86 FR 65032).



Based on comments received on the CY 2023 proposed rule, we finalized a change in the
descriptive text of the L041A clinical labor type from “Angio Technician” to “Vascular
Interventional Technologist”. We also finalized an update in the pricing of three clinical labor
types: from $0.60 to $0.84 for the Vascular Interventional Technologist (L041A), from $0.63 to
$0.79 for the Mammography Technologist (L043A), and from $0.76 to $0.78 for the CT
Technologist (L046A) based on submitted wage data from the 2022 Radiologic Technologist
Wage and Salary Survey (87 FR 69422 through 69425).

(2) CY 2024 Clinical Labor Pricing Update Proposals

We did not receive new wage data or other additional information for use in clinical labor
pricing from interested parties prior to the publication of the CY 2024 PFS proposed rule.
Therefore, our proposed clinical labor pricing for CY 2024 was based on the clinical labor
pricing that we finalized in the CY 2023 PFS final rule, incremented an additional step for Year

3 of the update:



TABLE 6: Proposed CY 2024 Clinical Labor Pricing

CY 2021 Final Y3 Phase- Total
Labor Rate Per | Rate Per In Rate %
Code Labor Description Source Minute Minute | Per Minute | Change
L023A | Physical Therapy Aide BLS 31-2022 0.23 0.28 0.268 22%
L026A | Medical/Technical Assistant BLS 31-9092 0.26 0.36 0.335 38%
L030A | Lab Tech/MTA L033A, LO26A 0.30 0.46 0.420 53%
L032B | EEG Technician BLS 29-2098 0.32 0.44 0.410 38%
L033A | Lab Technician BLS 29-2010 0.33 0.55 0.495 67%
L033B | Optician/COMT BLS 29-2081, BLS 29-2057 0.33 0.39 0.375 18%
L035A* | Lab Tech/Histotechnologist L033A, LO37B 0.35 0.60 0.534 70%
L037A | Electrodiagnostic Technologist BLS 29-2098 0.37 0.44 0.423 19%
L037B* | Histotechnologist BLS 29-2010 0.37 0.64 0.573 73%
L037C | Orthoptist BLS 29-1141 0.37 0.76 0.663 105%
L037D | RN/LPN/MTA LOS1A, BLS 29-2061, L026A 0.37 0.54 0.498 46%
LO37E | Child Life Specialist BLS 21-1021 0.37 0.49 0.460 32%
COMT/COT/RN/CST BLS 29-2057, BLS 29-2055, o
L038A LOS1A, BLS 19-4010 0.38 0.52 0.485 37%
L038B | Cardiovascular Technician BLS 29-2031 0.38 0.60 0.545 58%
L038C | Medical Photographer BLS 29-2050 0.38 0.38 0.383 0%
L039A | Certified Retinal Angiographer BLS 29-9000 0.39 0.52 0.488 33%
L039B | Physical Therapy Assistant BLS 31-2021 0.39 0.61 0.555 56%
L039C | Psychometrist BLS 21-1029 0.39 0.64 0.579 62%
Lo41A* | Yascular Interventional ASRT Wage Data 0.41 0.84 0731 104%
Technologist
L041B | Radiologic Technologist BLS 29-2034 0.41 0.63 0.575 54%
Lo41c | Second Radiologic Technologist | gy g 99 5034 0.41 0.63 0.575 54%
for Vertebroplasty
L042A | RN/LPN LOS1A, BLS 29-2061 0.42 0.63 0.578 50%
L042B | Respiratory Therapist BLS 29-1126 0.42 0.64 0.585 52%
L043A* | Mammography Technologist ASRT Wage Data 0.43 0.79 0.702 84%
L045A | Cytotechnologist BLS 29-2035 0.45 0.76 0.683 69%
L045B | Electron Microscopy Technologist | BLS 29-1124 0.45 0.89 0.780 98%
L045C | CORF social worker/psychologist | BLS 21-1022, BLS 19-3031 0.45 0.70 0.638 56%
L046A | CT Technologist* ASRT Wage Data 0.46 0.78 0.703 70%
L047A | MRI Technologist BLS 29-2035 0.47 0.76 0.688 62%
L047B I;fci?T (Electroencephalographic | gy ¢ 595935 0.47 0.76 0.688 62%
L047C | RN/Respiratory Therapist LOS1A, L042B 0.47 0.70 0.643 49%
L047D | RN/Registered Dietician LOS1A, BLS 29-1031 0.47 0.70 0.643 49%
L049A | Nuclear Medicine Technologist BLS 29-2033 0.62 0.81 0.761 32%
L0O5S0A | Cardiac Sonographer BLS 29-2032 0.50 0.77 0.703 54%
L05S0B | Diagnostic Medical Sonographer BLS 29-2032 0.50 0.77 0.703 54%
L0O5S0C | Radiation Therapist BLS 29-1124 0.50 0.89 0.793 78%
Losop | pecond Radiation Therapistfor | gy g 59.1124 0.50 0.89 0.793 78%
LO51A | RN BLS 29-1141 0.51 0.76 0.698 49%
Los1B | RNVDiagnostic Medical LOSI1A, BLS 29-2032 051 0.77 0705 51%
Sonographer
L051C | RN/CORF LO5S1A 0.51 0.76 0.698 49%
L052A | Audiologist BLS 29-1181 0.52 0.81 0.738 56%
L053A | RN/Speech Pathologist LO51A, LO55A 0.53 0.79 0.725 49%
L054A | Vascular Technologist BLS 19-1040 0.54 0.91 0.818 69%
LO55A | Speech Pathologist BLS 29-1127 0.55 0.82 0.753 49%
L056A | RN/OCN BLS 29-2033 0.79 0.81 0.805 3%
L057A | Genetics Counselor BLS 29-9092 0.57 0.85 0.779 50%
L057B | Behavioral Health Care Manager BLS 21-1018 0.57 0.57 0.570 0%
L063A | Medical Dosimetrist BLS 19-1040 0.63 0.91 0.840 44%




CY 2021 Final Y3 Phase- Total
Labor Rate Per | Rate Per In Rate %
Code Labor Description Source Minute Minute | Per Minute | Change
Medical Dosimetrist/Medical o
L107A . LO63A, L152A 1.08 1.52 1.409 41%
Physicist
L152A | Medical Physicist AAPM Wage Data 1.52 2.14 1.986 41%

As was the case for the market-based supply and equipment pricing update, the clinical
labor rates will remain open for public comment over the course of the 4-year transition period.
We updated the pricing of a number of clinical labor types in the CY 2022 and CY 2023 PFS
final rules in response to information provided by commenters. For the full discussion of the
clinical labor pricing update, we direct readers to the CY 2022 PFS final rule (86 FR 65020
through 65037).

We received the following comments on our clinical labor pricing update proposals for
CY 2024:

Comment: Several commenters stated that CMS created a rank order anomaly in the
pricing of the cytotechnologist (L045A) clinical labor type when it increased the clinical labor
rates for the vascular interventional technologist (L041A), mammography technologist (L043A),
and CT technologist (L046A) in CY 2023. The commenters stated that the education
requirements for a cytotechnologist were greater than the requirements for these clinical labor
types and that the cytotechnologist should be valued 10 percent more than the CT technologist
based on Salary Expert data. Commenters stated that cytotechnologists are responsible for more
intensive clinical responsibilities than MRI technologists, such as preparing and evaluating
human cellular samples from all body sites, to detect and highlight for the pathologist’s attention
cells with pre-cancerous changes, cancer cells, benign tumors, infectious agents, and
inflammatory processes. Commenters requested that CMS crosswalk the cytotechnologist
clinical labor type to the BLS 29-9092 category (genetic counselors) at a rate of $0.85 to correct
this pricing anomaly and supported their request with data from the 2021 American Society of
Clinical Pathologists (ASCP) Wage Survey of Medical Laboratories, in which the average cost

per minute for cytotechnologists was $0.86.




Response: We appreciate the additional information surrounding the cytotechnologist
(LO45A) clinical labor type supplied by the commenters, especially the 2021 ASCP wage survey
containing wage data on this clinical labor type. After reviewing the information submitted by
the commenters, we concur that a crosswalk to the BLS 29-9092 category at a rate of $0.85
would be more accurate for the LO45A clinical labor type, based on the wage data provided by
Salary Expert and the 2021 ASCP wage survey. We are finalizing this update in the clinical labor
pricing of the LO45A clinical labor type from $0.76 to $0.85 based on this new information.

Comment: Several commenters expressed their disagreement with the ongoing clinical
labor pricing update. Commenters stated that the pricing update continued to apply a huge and
unfair burden on specialties that require expensive supplies and/or equipment to care for their
patients, and that while the increase in clinical labor pricing was appropriate, it was not
appropriate that some physicians were negatively impacted by the change. Commenters stated
that these dramatic cuts will also further exacerbate disparities in access to care and health
outcomes, among rural and minority populations, by constraining and in some cases preventing
physicians in community-based office settings from providing critical patient care to underserved
populations. Commenters asked CMS to hold harmless the specialties that were most affected by
the clinical labor pricing update and not move forward with the third year of the phase-in. One
commenter disagreed with the finalized BLS 2021 benefit multiplier of 1.296 and stated that
CMS should use the originally proposed 1.366 benefits multiplier instead.

Response: We finalized the implementation of the clinical labor pricing update 2 years
ago in the CY 2022 PFS final rule (86 FR 65020 through 65037) where we previously addressed
these same comments. As we stated at that time, although we recognize that payment for some
services will be reduced because of the pricing update, due to the budget neutrality requirements
of the PFS, we do not believe that this is a reason to refrain from updating clinical labor pricing
to reflect changes in resource costs over time. The PFS is a resource-based relative value

payment system that necessarily relies on accuracy in the pricing of resource inputs; continuing



to use clinical labor cost data that are nearly 2 decades old would maintain distortions in

relativity that undervalue many services which involve a higher proportion of clinical labor. As

noted above, we also finalized the implementation of the pricing update through a 4-year

transition to help address the concerns of the commenters about stabilizing RVUs and reducing

large fluctuations in year-to-year payments.

For CY 2024, we solicited comments regarding new wage data or other additional

information for use in clinical labor pricing from interested parties. The clinical labor pricing

update itself, including its pricing methodology, was previously finalized through rulemaking

and the first 2 years of the 4-year transition have already been implemented; as such, these

comments are out of scope for CY 2024 rulemaking.

After consideration of the comments, we are finalizing the clinical labor prices as shown

in Table 7; aside from the Cytotechnologist (L045A) clinical labor type detailed above, all other

clinical labor pricing remains unchanged from the proposed rule.

TABLE 7: Finalized CY 2024 Clinical Labor Pricing

CY 2021 Final Y3 Phase- Total
Labor Rate Per | Rate Per In Rate %
Code Labor Description Source Minute Minute | Per Minute | Change
L023A | Physical Therapy Aide BLS 31-2022 0.23 0.28 0.268 22%
L026A | Medical/Technical Assistant BLS 31-9092 0.26 0.36 0.335 38%
LO30A | Lab Tech/MTA L033A, LO26A 0.30 0.46 0.420 53%
L032B | EEG Technician BLS 29-2098 0.32 0.44 0.410 38%
L033A | Lab Technician BLS 29-2010 0.33 0.55 0.495 67%
L033B | Optician/COMT BLS 29-2081, BLS 29-2057 0.33 0.39 0.375 18%
L035A | Lab Tech/Histotechnologist L033A, L037B 0.35 0.60 0.534 70%
L037A | Electrodiagnostic Technologist BLS 29-2098 0.37 0.44 0.423 19%
L037B | Histotechnologist BLS 29-2010 0.37 0.64 0.573 73%
L037C | Orthoptist BLS 29-1141 0.37 0.76 0.663 105%
L037D | RN/LPN/MTA LOS1A, BLS 29-2061, L026A 0.37 0.54 0.498 46%
LO37E | Child Life Specialist BLS 21-1021 0.37 0.49 0.460 32%
COMT/COT/RN/CST BLS 29-2057, BLS 29-2055, o
LO38A LOS1A, BLS 19-4010 0.38 0.52 0.485 37%
L038B Cardiovascular Technician BLS 29-2031 0.38 0.60 0.545 58%
L038C | Medical Photographer BLS 29-2050 0.38 0.38 0.383 0%
L039A | Certified Retinal Angiographer BLS 29-9000 0.39 0.52 0.488 33%
L039B | Physical Therapy Assistant BLS 31-2021 0.39 0.61 0.555 56%
L039C | Psychometrist BLS 21-1029 0.39 0.64 0.579 62%
L0414 | Vascular Interventional ASRT Wage Data 0.41 0.84 0.731 104%
Technologist
L041B | Radiologic Technologist BLS 29-2034 0.41 0.63 0.575 54%
pLo41c | Second Radiologic Technologist | by ¢ 99 5034 0.41 0.63 0.575 54%
for Vertebroplasty




CY 2021 Final Y3 Phase- Total

Labor Rate Per | Rate Per In Rate %

Code Labor Description Source Minute Minute | Per Minute | Change
L042A | RN/LPN LOS1A, BLS 29-2061 0.42 0.63 0.578 50%
L042B | Respiratory Therapist BLS 29-1126 0.42 0.64 0.585 52%
L043A | Mammography Technologist ASRT Wage Data 0.43 0.79 0.702 84%
L045A* | Cytotechnologist BLS 29-9092 0.45 0.85 0.750 89%
L045B | Electron Microscopy Technologist | BLS 29-1124 0.45 0.89 0.780 98%
L045C | CORF social worker/psychologist | BLS 21-1022, BLS 19-3031 0.45 0.70 0.638 56%
L046A | CT Technologist* ASRT Wage Data 0.46 0.78 0.703 70%
L047A | MRI Technologist BLS 29-2035 0.47 0.76 0.688 62%
L047B IT{ECFI‘I?T (Electroencephalographic | 5y ¢ 9 5035 0.47 0.76 0.688 62%
L047C | RN/Respiratory Therapist LO51A, L042B 0.47 0.70 0.643 49%
L047D | RN/Registered Dietician LOS1A, BLS 29-1031 0.47 0.70 0.643 49%
L049A | Nuclear Medicine Technologist BLS 29-2033 0.62 0.81 0.761 32%
LO50A | Cardiac Sonographer BLS 29-2032 0.50 0.77 0.703 54%
L050B | Diagnostic Medical Sonographer BLS 29-2032 0.50 0.77 0.703 54%
LOS0C | Radiation Therapist BLS 29-1124 0.50 0.89 0.793 78%
Losop | pecond Radiation Therapistfor | gy g 99,1124 0.50 0.89 0.793 78%
LOSIA | RN BLS 29-1141 0.51 0.76 0.698 49%
Los1B | RNVDiagnostic Medical LOS1A, BLS 29-2032 051 0.77 0705 | 51%
Sonographer

LOS1IC | RN/CORF LOS1A 0.51 0.76 0.698 49%
L052A | Audiologist BLS 29-1181 0.52 0.81 0.738 56%
L053A | RN/Speech Pathologist LO51A, LOS5A 0.53 0.79 0.725 49%
L054A | Vascular Technologist BLS 19-1040 0.54 0.91 0.818 69%
L0O55A | Speech Pathologist BLS 29-1127 0.55 0.82 0.753 49%

L05S6A | RN/OCN BLS 29-2033 0.79 0.81 0.805 3%
L0O57A | Genetics Counselor BLS 29-9092 0.57 0.85 0.779 50%

L057B | Behavioral Health Care Manager BLS 21-1018 0.57 0.57 0.570 0%
L063A | Medical Dosimetrist BLS 19-1040 0.63 0.91 0.840 44%
L1074 | Medical Dosimetrist/Medical L063A, L152A 1.08 1.52 1.409 41%

Physicist
L152A | Medical Physicist AAPM Wage Data 1.52 2.14 1.986 41%
* Updated for CY 2024

As was the case for the market-based supply and equipment pricing update, the clinical

labor rates will remain open for public comment over the remaining course of the 4-year

transition period. We welcome additional feedback on clinical labor pricing from commenters in

next year’s rulemaking cycle, especially any data that will continue to improve the accuracy of

our finalized pricing.

d. Technical Corrections to Direct PE Input Database and Supporting Files

Following the publication of the CY 2023 PFS proposed rule, an interested party notified

CMS that CPT code 86153 (Cell enumeration using immunologic selection and identification in

fluid specimen (eg, circulating tumor cells in blood), physician interpretation and report, when

required) appeared to be missing its work time in the Physician Work Time public use file. We




reviewed the request from the interested party and determined that this was indeed an unintended
technical error; we stated in the CY 2013 PFS final rule that we were finalizing 0 minutes pre-
service time, 20 minutes intraservice time, and 0 minutes post-service time to CPT code 86153
(77 FR 69059); however, work time was inadvertently completely missing for this code.
Therefore, we proposed to add the correct 20 minutes of intraservice work time to CPT code
86153 for CY 2024.

Comment: A commenter stated that they agreed with the correction of this error and
urged CMS to finalize the update of 20 minutes of intra service work time for CPT code 86153.

Response: We appreciate the support for our proposal from the commenter. We received
no other comments regarding this proposal, and we are finalizing the addition of the correct 20
minutes of intraservice work time to CPT code 86153 for CY 2024, as proposed.

We received the following comments on technical corrections to the direct PE input
database and supporting files:

Comment: A commenter stated that transcatheter valve procedures are extremely
technical in nature and require a highly functional multi-disciplinary surgical and operating room
team, which was not reflected in the indicators currently assigned to certain Category III codes
associated with this service. The commenter stated that these Category III codes should have
their assistant surgeon, co-surgeon, and team surgeon indicators match CPT codes 33418 and
33419. Specifically, the commenter requested that CMS change the assistant surgeon payment
policy indicator from “0” to “2” for the following transcatheter valve CPT codes: 0483T, 0544T,
0545T, 0569T, 0570T and 0646T; change the co-surgeon payment policy indicator from “0” to
“1” for transcatheter valve CPT codes 0544T, 0545T, 0569T and 0570T, and to “2” for CPT
code 0646T; and change the team surgeon payment policy indicator from “0” to “1” for CPT
code 0646T.

Response: We appreciate the feedback from the commenter regarding the need for greater

consistency in the indicators for these Category III transcatheter valve procedures. After



reviewing the request from the commenter, we concur that these Category III codes should
match the assistant surgeon, co-surgeon, and team surgeon indicators for CPT codes 33418 and
33419 which had a national coverage determination released to this effect in 2014 and 2015 (see
https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/MM9002.pdf").
Therefore, we are finalizing the indicator changes requested by the commenter in the previous
paragraph.

Comment: Several commenters raised the topic of indirect PE allocation for the home
PT/INR monitoring services described by HCPCS codes G0248 and G0249. Commenters stated
their appreciation that CMS acknowledged their concerns about the lack of a specialty
designation that accurately reflects the indirect costs of home PT/INR monitoring suppliers in the
CY 2021 PFS rulemaking cycle and agreed to update the indirect factors for home PT/INR
monitoring by crosswalking to the General Practice Specialty (85 FR 84477 through 84478).
Commenters stated that proposed policies in the CY 2023 PFS rule completely negated the
limited benefit from this crosswalk to General Practice, and they again appreciated that CMS
changed the crosswalk for PT/INR suppliers to the All Physician specialty which more closely
reflected indirect-to-direct cost ratios for home PT/INR monitoring services (87 FR 69417
through 69419). Commenters noted that CMS did not propose any changes in the crosswalk for
these services and requested that the crosswalk remain as previously finalized for CY 2024.

Response: As the commenters noted, we did not propose any changes to the specialty
crosswalk for indirect PE allocation for home PT/INR monitoring services and we are not
finalizing any changes to the crosswalk for PT/INR monitoring services. Nevertheless, we
appreciate the support from the commenters for our previously finalized policies.

Comment: A commenter questioned the proposed PE RVU for CPT code 97610 (Low
frequency, non-contact, non-thermal ultrasound, including topical application(s), when
performed, wound assessment, and instruction(s) for ongoing care, per day) in the nonfacility

setting. The commenter stated that the proposed reduction was an unfair decrease that was



specific only to CPT code 97610 when other clinically similar CPT wound care codes were not
similarly reduced. The commenter requested that the nonfacility PE RVU for CPT code 97610
be reviewed for accuracy and increased to match its previous valuation for CY 2024.

Response: We reviewed CPT code 97610 in response to the commenter’s concerns and
we can confirm that there are no technical errors affecting the valuation of this code. We did not
make any specific proposals regarding CPT code 97610 for CY 2024; however, the valuation for
this code is being affected by the ongoing clinical labor pricing transition. Supply costs make up
94.5 percent of the direct PE inputs for CPT code 97610 and, as a result, the increased pricing for
clinical labor across all services on the PFS translates into a lower valuation for CPT code
97610, after budget neutrality is applied to the PE. For additional information on this topic, we
direct readers to the extended discussion of the clinical labor pricing update in the CY 2022 final
rule (86 FR 65020 through 65037).

Comment: A commenter stated that StrategyGen’s market-based supply and equipment
research contained numerous flaws in how it arrived at the cost of the external counterpulsation
(ECP) system (EQO012) used in HCPCS code G0166 (External counterpulsation, per treatment
session) for CY 2021. The commenter stated that they appreciated CMS’ assistance in recent
years to correct some of these errors, but the continued phase-in of PE RVU decreases associated
with equipment costs, as well as the clinical labor pricing updates adversely impacting services
with high capital expenses, continued to place incredible stress on the reimbursement for ECP
therapy. The commenter stated that the reimbursement for a full course of therapy has decreased
from 2018 to 2023 by nearly the cost of the routinely purchased supplies necessary for delivering
this service, and as a result it is no surprise that practices that do not specialize in ECP therapy
would rather abandon the service than continue to pay the expensive system maintenance costs.

Response: We note for the commenter that we did not make any proposals specifically
regarding HCPCS code G0166 or the EQO012 equipment for CY 2024 and the commenter did not

supply invoices or other data to support a change in pricing. If the commenter has reason to



believe that the EQ012 equipment is inaccurately priced, interested parties are encouraged to
submit invoices containing pricing data with their public comments or, if outside the notice and
comment rulemaking process, via email at PE_Price Input Update@cms.hhs.gov. If the
commenter believes that HCPCS code G0166 may be potentially misvalued, we encourage them
to consider nominating the code under our potentially misvalued process (detailed in section
II.C. of this final rule) for additional review.
5. Soliciting Public Comment on Strategies for Updates to Practice Expense Data Collection and
Methodology
a. Background

The AMA PPIS was first introduced in 2007 as a means to collect comprehensive and
reliable data on the direct and indirect PEs incurred by physicians (72 FR 66222). In considering
the use of PPIS data, the goal was to improve the accuracy and consistency of PE RVUs used in
the PFS. The data collection process included a stratified random sample of physicians across
various specialties, and the survey was administered between August 2007 and March 2008.
Data points from that period of time are integrated into PFS calculations today. In the CY 2009
PFS proposed rule (73 FR 38507 through 3850), we discussed the indirect PE methodology that
used data from the AMA's survey that predated the PPIS. In CY 2010 PFS rulemaking, we
announced our intent to incorporate the AMA PPIS data into the PFS ratesetting process, which
would first affect the PE RVU. In the CY 2010 PFS proposed rule, we outlined a 4-year
transition period, during which we would phase in the AMA PPIS data, replacing the existing PE
data sources (74 FR 33554). We also explained that our proposals intended to update survey data
only (74 FR 33530 through 33531). In our CY 2010 final rule, we finalized our proposal, with
minor adjustments based on public comments (74 FR 61749 through 61750). We responded to
the comments we received about the transition to using the PPIS to inform indirect PE
allocations (74 FR 61750). In the responses, we acknowledged concerns about potential gaps in

the data, which could impact the allocation of indirect PE for certain physician specialties and



suppliers, which are issues that remain important today. The CY 2010 PFS final rule explains
that section 212 of the Balanced Budget Refinement Act of 1999 (BBRA) (Pub. L. 106-113,
November 29, 1999) directed the Secretary to establish a process under which we accept and use,
to the maximum extent practicable and consistent with sound data practices, data collected or
developed by entities and organizations to supplement the data we normally collect in
determining the PE component. BBRA required us to establish criteria for accepting
supplemental survey data. Since the supplemental surveys were specific to individual specialties
and not part of a comprehensive multispecialty survey, we had required that certain precision
levels be met in order to ensure that the supplemental data was sufficiently valid, and acceptable
for use in the development of the PE RV Us. At the time, our rationale included the assumption
that because the PPIS is a contemporaneous, consistently collected, and comprehensive
multispecialty survey, we do not believe similar precision requirements are necessary, and we
did not propose to establish them for the use of the PPIS data (74 FR 61742). We noted potential
gaps in the data, which could impact the allocation of indirect PE for certain physician and
suppliers. The CY 2010 final rule adopted the proposal, with minor adjustments based on public
comments, and explained that these minor adjustments were in part due to non-response bias that
results when the characteristics of survey respondents differ in meaningful ways, such as in the
mix of practices sizes, from the general population (74 FR 61749 through 61750).

Throughout the 4-year transition period, from CY 2010 to CY 2013, we gradually
incorporated the AMA PPIS data into the PFS rates, replacing the previous data sources. The
process involved addressing concerns and making adjustments as necessary, such as refining the
PFS ratesetting methodology in consideration of interested party feedback. For background on
the refinements that we considered after the transition began, we refer readers to discussions in
the CY 2011 through 2014 final rules (75 FR 73178 through 73179; 76 FR 73033 through

73034; 77 FR 98892; 78 FR 74272 through 74276).



In the CY 2011 PFS proposed rule, we requested comments on the methodology for
calculating indirect PE RV Us, explicitly seeking input on using survey data, allocation methods,
and potential improvements (75 FR 40050). In our CY 2011 PFS final rule, we addressed
comments regarding the methodology for indirect PE calculations, focusing on using survey
data, allocation methods, and potential improvements (75 FR 73178 through 73179). We
recognized some limitations of the current PFS ratesetting methodology but maintained that the
approach was the most appropriate at the time. In the CY 2012 PFS final rule, we responded to
comments related to indirect PE methodology, including concerns about allocating indirect PE to
specific services and using the AMA PPIS data for certain specialties (76 FR 73033 through
73034). We indicated that CMS would continue to review and refine the methodology and work
with interested parties to address their concerns. In the CY PFS 2014 final rule, we responded to
comments about fully implementing the AMA PPIS data. By 2014, the AMA PPIS data had been
fully integrated into the PFS, serving as the primary source for determining indirect PE inputs
(78 FR 74235). We continued to review data and the PE methodology annually, considering
interested party feedback and evaluating the need for updates or refinements to ensure the
accuracy and relevance of PE RVUs (79 FR 67548). In the years following the full
implementation of the AMA PPIS data, we further engaged with interested parties, thought
leaders and subject matter experts to improve our PE inputs' accuracy and reliability. For further
background, we refer readers to our discussions in final rules for CY 2016 through 2022 (80 FR
70892; 81 FR 80175; 82 FR 52980 through 52981; 83 FR 59455 through 59456; 84 FR 62572,
85 FR 84476 through 84478; 86 FR 62572).

In our CY 2023 PFS final rule, we issued an RFI to solicit public comment on strategies
to update PE data collection and methodology (87 FR 69429 through 69432). We solicited
comments on current and evolving trends in health care business arrangements, the use of
technology, or similar topics that might affect or factor into PE calculations. We reminded

readers that we have worked with interested parties and CMS contractors for years to study the



landscape and identify possible strategies to reshape the PE portion of physician payments. The
fundamental issues are clear but thought leaders and subject matter experts have advocated for
more than one tenable approach to updating our PE methodology.

As described in last year's rule, we have continued interest in developing a roadmap for
updates to our PE methodology that account for changes in the health care landscape. Of various
considerations necessary to form a roadmap for updates, we reiterate that allocations of indirect
PE continue to present a wide range of challenges and opportunities. As discussed in multiple
cycles of previous rulemaking, our PE methodology relies on AMA PPIS data, which may
represent the best aggregated available source of information at this time. However, we
acknowledge the limitations and challenges interested parties have raised about using the current
data for indirect PE allocations, which we have also examined in related ongoing research. We
noted in last year's rule that there are several competing concerns that CMS must take into
account when considering updated data sources, which also should support and enable ongoing
refinements to our PE methodology.

Many commenters last year asked that CMS wait for the AMA to complete a refresh of
AMA survey data. We responded to these comments by explaining the tension that waiting
creates in light of concerns raised by other interested parties. Waiting for refreshed survey data
would result in CMS using data nearly 20 years old to form indirect PE inputs to set rates for
services on the PFS. We reminded readers that many of the critical issues discussed in the
background and history above are mainly unchanged and possibly would not be addressed by an
updated survey alone but may also require revisions to the PFS ratesetting methodology.

b. Summary of the Comments and Responses for the Request for Information

In the CY 2024 PFS proposed rule, we continued to encourage interested parties to
provide feedback and suggestions to CMS that give an evidentiary basis to shape optimal PE
data collection and methodological adjustments over time. We stated that submissions should

discuss the feasibility and burden of implementing any suggested adjustments and highlight



opportunities to optimize the cadence, frequency, and phase-in of resulting adjustments. We
stated that we were continuing to consider ways that we may engage in dialogue with interested
parties to better understand how to address possible long-term policies and methods for PFS
ratesetting. We believe some of those concerns may be alleviated by having ways to refresh data
and make transparent how the information affects valuations for services payable under the PFS
more accurately and precisely.

Considering our ratesetting methodology and prior experiences implementing new data,
we issued a follow-up solicitation for general information. We solicited comments from
interested parties on strategies to incorporate information that could address known challenges
we experienced in implementing the initial AMA PPIS data. Our current methodology relies on
the AMA PPIS data, legislatively mandated supplemental data sources (for, example, we use
supplemental survey data collected in 2003, as required by section 1848(c)(2)(H)(1) of the Act to
set rates for oncology and hematology specialties), and in some cases crosswalks to allocate
indirect PE as necessary for certain specialties and provider types.

We also sought to understand whether, upon completion of the updated PPIS data
collection effort by the AMA, contingencies or alternatives may be necessary and available to
address the lack of data availability or response rates for a given specialty, set of specialties, or
specific service suppliers who are paid under the PFS.

In light of the considerations discussed above, we requested feedback on the following:

(1) If CMS should consider aggregating data for certain physician specialties to generate
indirect allocators so that PE/HR calculations based on PPIS data would be less likely to over-
allocate (or under-allocate) indirect PE to a given set of services, specialties, or practice types.
Further, what thresholds or methodological approaches could be employed to establish such

aggregations?



(2) Whether aggregations of services, for purposes of assigning PE inputs, represent a
fair, stable and accurate means to account for indirect PEs across various specialties or practice
types?

(3) If and how CMS should balance factors that influence indirect PE inputs when these
factors are likely driven by a difference in geographic location or setting of care, specific to
individual practitioners (or practitioner types) versus other specialty/practice-specific
characteristics (for example, practice size, patient population served)?

(4) What possible unintended consequences may result if CMS were to act upon the
respondents' recommendations for any of highlighted considerations above?

(5) Whether specific types of outliers or non-response bias may require different
analytical approaches and methodological adjustments to integrate refreshed data?

We received public comments on this RFI. The following is a summary of the comments
we received and our responses.

Comment: Most commenters stated that CMS should defer significant changes until the
AMA PPIS results become available. In responding to our RFI, the AMA RUC provided a set of
responses, which many other commenters repeated in their separate, individual comments. In
summary, the AMA RUC letter responds to all five prompts in the RFI with rationales that
support the assertion that CMS should not consider further changes until PPIS data collection
and analysis is complete.

Response: We thank the AMA RUC for commenting. In totality, the AMA comments
generally do not support any change to the methodology and assert that CMS should wait to
consider any further changes until PPIS updates become available. Further, we note that through
its contractor, Mathematica, the AMA secured an endorsement for the PPIS updates from each

State society, national medical specialty society, and others prior to fielding the survey.! We

I Refer to the AMA’s summary of the PPIS, available at https://www.ama-assn.org/system/files/physician-practice-
information-survey-summary.pdyf.



believe the AMA’s approach may possibly mitigate nonresponse bias, which created challenges
using previous PPIS data. However, we remain uncertain about whether endorsements prior to
fielding the survey may inject other types of bias in the validity and reliability of the information
collected.

Comment: Some commenters did not recommend that CMS defer significant changes
until the AMA PPIS results become available. These commenters stated that reliance on the PPIS
updates may not improve the accuracy and stability of the PE methodology because of the survey
design, possible implementation challenges, and a possible lack of transparency or granularity in
resulting datasets.

Response: We thank commenters for their feedback. We believe it remains important to
reflect on the challenges with our current methodology, and to continue to consider alternatives
that improve the stability and accuracy of our overall PE methodology. We reiterate our
discussion summarizing the responses to last year’s RFI in the CY 2023 final rule (refer to 87 FR
69429 through 69432). In last year's RFI, we signaled our intent to move to a standardized and
routine approach to valuation of PE and we solicited feedback. We solicited comment on the
appropriate instrument, methods, and timing for updating PE data, and requested information on
any alternatives that would result in more predictable results, increased efficiencies, or reduced
burdens, for subsequent updates in later years CMS continues to seek alternatives that use
verifiable, more objective data sets in the future to supplement or augment survey data used to
establish PE RV Us for PFS services.

Comment. Some commenters stated that regardless of whether one supports or does not
support updating and using updated PPIS data, the duration between updates and the expense of
fielding a survey instrument may promote further market consolidation. Additionally, other
commenters stated that dependence on the PPIS or survey data in general, due to timing and
frequency constraints, may continue to jeopardize independent practice and discourage fair

competition among suppliers and providers of services paid under the PFS. These commenters



assert that if current trends continue, it will result in far fewer independent practices and more
consolidation before the availability of updated survey data, undermining the sampling
methodology of any survey and the general goals of our PE methodology updates.

Response: We thank commenters for their feedback, and we encourage interested parties
to continue to engage with us regarding the intersection of PE data and these important issues

Comment: We received a comment co-signed by a broad and varied set of interested
parties (for example, professional membership organizations, vendors, practitioners, health
systems) that requested a separate RFI. The authors asked that CMS address topics regarding
machine learning, Al, and software and explore a means outside our annual rulemaking cycle, so
that CMS may address changes in healthcare related to these topics and better account for such
changes in payment moving forward. Commenters asserted that the rapid pace of innovation may
require far more significant changes than would be practical to address in a given calendar year.
The commenters also highlighted the AMA’s efforts to develop Appendix S of the CPT Manual,
which establishes a taxonomy for medical Al

Response: We remain committed to fostering dialogue with interested parties on a variety
of PE issues, including how to most appropriately incorporate new and evolving technologies in
both collection of PE data and the PE methodology itself. Further, we acknowledge the efforts of
the AMA to establish a taxonomy for Al, which was informed by engagement with HHS ONC
and others (refer to https://www.healthit.gov/sites/default/files/page/2020-
02/GettingerModeratorSlidesAIPanelsforONCAnnualMeeting12720Final.pdf). We encourage
readers to review general resources that provide overviews of efforts across HHS that address
these topics. Examples include ONC’s Al Showcase, held in late 2022, available at
https://www.healthit.gov/news/events/onc-artificial-intelligence-showcase-seizing-opportunities-
and-managing-risks-use-ai and this year’s issuance of a notice of proposed rulemaking for
Health Data, Technology, and Interoperability: Certification Program Updates, Algorithm

Transparency, and Information Sharing (HTI-1), (88 FR 23746); as well as the FDA’s Artificial



Intelligence/Machine Learning (AI/ML)-Based Software as a Medical Device (SaMD) Action
Plan, available at https://www.fda.gov/media/145022/download and Good Machine Learning
Practice for Medical Device Development: Guiding Principles, available at
https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-

practice-medical-device-development-guiding-principles.



C. Potentially Misvalued Services Under the PFS

1. Background

Section 1848(c)(2)(B) of the Act directs the Secretary to conduct a periodic review, not
less often than every 5 years, of the relative value units (RVUs) established under the PFS.
Section 1848(c)(2)(K) of the Act requires the Secretary to periodically identify potentially
misvalued services using certain criteria and to review and make appropriate adjustments to the
relative values for those services. Section 1848(c)(2)(L) of the Act also requires the Secretary to
develop a process to validate the RVUs of certain potentially misvalued codes under the PFS,
using the same criteria used to identify potentially misvalued codes, and to make appropriate
adjustments.

As discussed in section IL.E. of this final rule, under Valuation of Specific Codes, each
year we develop appropriate adjustments to the RVUs taking into account recommendations
provided by the American Medical Association (AMA) Resource-Based Relative Value Scale
(RVS) Update Committee (RUC), MedPAC, and other interested parties. For many years, the
RUC has provided us with recommendations on the appropriate relative values for new, revised,
and potentially misvalued PFS services. We review these recommendations on a code-by-code
basis and consider these recommendations in conjunction with analyses of other data, such as
claims data, to inform the decision-making process as authorized by statute. We may also
consider analyses of work time, work RV Us, or direct PE inputs using other data sources, such
as Department of Veteran Affairs (VA), National Surgical Quality Improvement Program
(NSQIP), the Society for Thoracic Surgeons (STS), and the Merit-based Incentive Payment
System (MIPS) data. In addition to considering the most recently available data, we assess the
results of physician surveys and specialty recommendations submitted to us by the RUC for our
review. We also considered information provided by other interested parties such as from the
general medical-related community and the public. We conducted a review to assess the

appropriate RVUs in the context of contemporary medical practice. We note that section



1848(c)(2)(A)(i1) of the Act authorizes the use of extrapolation and other techniques to determine
the RVUs for physicians' services for which specific data are not available and requires us to take
into account the results of consultations with organizations representing physicians who provide
the services. In accordance with section 1848(c) of the Act, we determine and make appropriate
adjustments to the RVUs.

In its March 2006 Report to the Congress (http://www.medpac.gov/docs/default-
source/reports/Mar06 Ch03.pdf?sfvrsn=0), MedPAC discussed the importance of appropriately
valuing physicians’ services, noting that misvalued services can distort the market for
physicians’ services, as well as for other health care services that physicians order, such as
hospital services. In that same report, MedPAC postulated that physicians’ services under the
PFS can become misvalued over time. MedPAC stated, “When a new service is added to the
physician fee schedule, it may be assigned a relatively high value because of the time, technical
skill, and psychological stress that are often required to furnish that service. Over time, the work
required for certain services would be expected to decline as physicians become more familiar
with the service and more efficient in furnishing it.” We believe services can also become
overvalued when PE costs decline. This can happen when the costs of equipment and supplies
fall, or when equipment is used more frequently than is estimated in the PE methodology,
reducing its cost per use. Likewise, services can become undervalued when physician work
increases or PE costs rise.

As MedPAC noted in its March 2009 Report to Congress
(http://'www.medpac.gov/docs/default-source/reports/march-2009-report-to-congress-medicare-
payment-policy.pdf), in the intervening years since MedPAC made the initial recommendations,
CMS and the RUC have taken several steps to improve the review process. Also, section
1848(c)(2)(K)(i1) of the Act augments our efforts by directing the Secretary to specifically
examine, as determined appropriate, potentially misvalued services in the following categories:

e Codes that have experienced the fastest growth.



e (Codes that have experienced substantial changes in PE.

e Codes that describe new technologies or services within an appropriate time-period
(such as 3 years) after the relative values are initially established for such codes.

e Codes which are multiple codes that are frequently billed in conjunction with
furnishing a single service.

e Codes with low relative values, particularly those that are often billed multiple times
for a single treatment.

e Codes that have not been subject to review since implementation of the fee schedule.

e Codes that account for the majority of spending under the PFS.

e Codes for services that have experienced a substantial change in the hospital length of
stay or procedure time.

e Codes for which there may be a change in the typical site of service since the code was
last valued.

e Codes for which there is a significant difference in payment for the same service
between different sites of service.

e Codes for which there may be anomalies in relative values within a family of codes.

e Codes for services where there may be efficiencies when a service is furnished at the
same time as other services.

e Codes with high intraservice work per unit of time.

e Codes with high PE RVUs.

e Codes with high cost supplies.

e Codes as determined appropriate by the Secretary.

Section 1848(c)(2)(K)(iii) of the Act also specifies that the Secretary may use existing
processes to receive recommendations on the review and appropriate adjustment of potentially
misvalued services. In addition, the Secretary may conduct surveys, other data collection

activities, studies, or other analyses, as the Secretary determines to be appropriate, to facilitate



the review and appropriate adjustment of potentially misvalued services. This section also
authorizes the use of analytic contractors to identify and analyze potentially misvalued codes,
conduct surveys or collect data, and make recommendations on the review and appropriate
adjustment of potentially misvalued services. Additionally, this section provides that the
Secretary may coordinate the review and adjustment of any RVU with the periodic review
described in section 1848(c)(2)(B) of the Act. Section 1848(c)(2)(K)(iii)(V) of the Act specifies
that the Secretary may make appropriate coding revisions (including using existing processes for
consideration of coding changes) that may include consolidation of individual services into
bundled codes for payment under the PFS.
2. Progress in Identifying and Reviewing Potentially Misvalued Codes

To fulfill our statutory mandate, we have identified and reviewed numerous potentially
misvalued codes as specified in section 1848(c)(2)(K)(ii) of the Act, and we intend to continue
our work examining potentially misvalued codes in these areas over the upcoming years. As part
of our current process, we identify potentially misvalued codes for review, and request
recommendations from the RUC and other public commenters on revised work RVUs and direct
PE inputs for those codes. The RUC, through its own processes, also identifies potentially
misvalued codes for review. Through our public nomination process for potentially misvalued
codes established in the CY 2012 PFS final rule with comment period (76 FR 73026, 73058
through 73059), other individuals and groups submit nominations for review of potentially
misvalued codes as well. Individuals and groups may submit codes for review under the
potentially misvalued codes initiative to CMS in one of two ways. Nominations may be
submitted to CMS via email or through postal mail. Email submissions should be sent to the
CMS e-mailbox at MedicarePhysicianFeeSchedule(@cms.hhs.gov, with the phrase “Potentially
Misvalued Codes” and the referencing CPT code number(s) and/or the CPT descriptor(s) in the
subject line. Physical letters for nominations should be sent via the U.S. Postal Service to the
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Baltimore, Maryland 21244. Envelopes containing the nomination letters must be labeled
“Attention: Division of Practitioner Services, Potentially Misvalued Codes.” Nominations for
consideration in our next annual rule cycle should be received by our February 10th deadline.
Since CY 2009, as a part of the annual potentially misvalued code review and Five-Year Review
process, we have reviewed over 1,700 potentially misvalued codes to refine work RVUs and
direct PE inputs. We have assigned appropriate work RVUs and direct PE inputs for these
services as a result of these reviews. A more detailed discussion of the extensive prior reviews
of potentially misvalued codes is included in the CY 2012 PFS final rule with comment period
(76 FR 73052 through 73055). In the same CY 2012 PFS final rule with comment period, we
finalized our policy to consolidate the review of physician work and PE at the same time, and
established a process for the annual public nomination of potentially misvalued services.

In the CY 2013 PFS final rule with comment period (77 FR 68892, 68896 through
68897), we built upon the work we began in CY 2009 to review potentially misvalued codes that
have not been reviewed since the implementation of the PFS (so-called “Harvard-valued
codes™?). In the CY 2019 PFS proposed rule (73 FR 38589), we requested recommendations
from the RUC to aid in our review of Harvard-valued codes that had not yet been reviewed,
focusing first on high-volume, low intensity codes. In the fourth Five-Year Review of Work
RVUs proposed rule (76 FR 32410, 32419), we requested recommendations from the RUC to aid
in our review of Harvard-valued codes with annual utilization of greater than 30,000 services. In
the CY 2013 PFS final rule with comment period, we identified specific Harvard-valued services
with annual allowed charges that total at least $10,000,000 as potentially misvalued. In addition
to the Harvard-valued codes, in the CY 2013 PFS final rule with comment period we finalized

for review a list of potentially misvalued codes that have stand-alone PE (codes with physician

2 The research team and panels of experts at the Harvard School of Public Health developed the original work RVUs
for most CPT codes, in a cooperative agreement with the Department of Health and Human Services (HHS).
Experts from both inside and outside the Federal Government obtained input from numerous physician specialty
groups. This input was incorporated into the initial PFS, which was implemented on January 1, 1992.



work and no listed work time and codes with no physician work that have listed work time). We
continue each year to consider and finalize a list of potentially misvalued codes that have or will
be reviewed and revised as appropriate in future rulemaking.

3. CY 2024 Identification and Review of Potentially Misvalued Services

In the CY 2012 PFS final rule with comment period (76 FR 73058), we finalized a
process for the public to nominate potentially misvalued codes. In the CY 2015 PFS final rule
with comment period (79 FR 67548, 67606 through 67608), we modified this process whereby
the public and interested parties may nominate potentially misvalued codes for review by
submitting the code with supporting documentation by February 10t of each year. Supporting
documentation for codes nominated for the annual review of potentially misvalued codes may
include the following:

e Documentation in peer reviewed medical literature or other reliable data that
demonstrate changes in physician work due to one or more of the following: technique,
knowledge and technology, patient population, site-of-service, length of hospital stay, and work
time.

e An anomalous relationship between the code being proposed for review and other
codes.

e Evidence that technology has changed physician work.

e Analysis of other data on time and effort measures, such as operating room logs or
national and other representative databases.

e Evidence that incorrect assumptions were made in the previous valuation of the
service, such as a misleading vignette, survey, or flawed crosswalk assumptions in a previous
evaluation.

e Prices for certain high cost supplies or other direct PE inputs that are used to determine

PE RVUs are inaccurate and do not reflect current information.



e Analyses of work time, work RVU, or direct PE inputs using other data sources (for
example, VA, NSQIP, the STS National Database, and the MIPS data).

e National surveys of work time and intensity from professional and management
societies and organizations, such as hospital associations.

We evaluate the supporting documentation submitted with the nominated codes and
assess whether the nominated codes appear to be potentially misvalued codes appropriate for
review under the annual process. In the following year’s PFS proposed rule, we publish the list
of nominated codes and indicate for each nominated code whether we agree with its inclusion as
a potentially misvalued code. The public has the opportunity to comment on these and all other
proposed potentially misvalued codes. In each year’s final rule, we finalize our list of potentially
misvalued codes.

a. Public Nominations

In each proposed rule, we seek nominations from the public and from interested parties of
codes that they believe we should consider as potentially misvalued. We receive public
nominations for potentially misvalued codes by February 10" and we display these nominations
on our public website, where we include the submitter’s name and their associated organization
for full transparency. We sometimes receive submissions for specific, PE-related inputs for
codes, and discuss these PE-related submissions, as necessary under the Determination of PE
RVUs section of the rule. We summarize below this year’s submissions under the potentially
misvalued code initiative. For CY 2024, we received 10 nominations concerning various codes.
The nominations are as follows:

1) CPT code 59200

In the CY 2022 PFS proposed rule, an interested party nominated CPT code 59200
(Insertion cervical dilator (e.g., laminaria, prostaglandin)) (000 zero day global code) as
potentially misvalued, because the direct PE inputs for this code do not include the supply item,

Dilapan-S. Previous parties had initially sought to establish a Level II HCPCS code for Dilapan-



S, but CMS did not find sufficient evidence to support that request. The same interested party
then submitted Dilapan-S to be considered as a practice expense (PE) supply input to a Level |
CPT code 59200 (86 FR 65045). This year, a different interested party nominated CPT code
59200 again, and provided the same reasoning as to why this code is potentially misvalued.

Specifically, the current nominee recommended adding 4 rods of Dilapan-S at $80.00 per
unit, for a total of $320.00 to this one PE supply inputs, as a replacement for the current PE
supply item - laminaria tent (a small rod of dehydrated seaweed that rehydrates, absorbing the
water from the surrounding tissue). The laminaria tent is currently listed at $4.0683 per unit, with
a total of 3 units, for a total of $12.20. The current nominee stated that Dilapan-S is more
consistent and reliable, and suggested that it had higher patient satisfaction than the laminaria
tent, and that it was less likely to cause leukocytosis. CPT code 59200 is a relatively low volume
code, with respect to Medicare claims and, as the nominator stated, this service is more typically
billed for the Medicaid population, as evidenced by 1.3 million Medicaid claims for this service.
Medicaid programs are able to set their own payment policies, which can be different from
Medicare payment policies. The current Medicare payment for CPT code 59200 in CY 2023 is
about $108.10 in the nonfacility/office setting, which is much less than the typical cost of the
Dilapan-S supplies requested by the interested party. The requested 4 rods of Dilapan-S would
increase the supply costs of CPT code 59200 by a factor of five and represent an enormous
increase in the direct costs for the service.

We did not agree that CPT code 59200 was potentially misvalued, and we did not agree
with interested parties that the use of the Dilapan-S supply would be typical for the service. By
including the increased direct costs of the service ($320.00, the typical cost of four units of this
supply item, Dilapan-S) in the valuation for this code, the cost of this service would expand both
Medicare spending and cost sharing for any beneficiary who received this service. The cost of
Dilapan-S is over 19 times higher than the cost of the current supply item (laminaria tent) for

CPT code 59200. We agreed with the nominator that CPT code 59200 was more frequently



reported in the Medicaid population, and therefore, we suggested that interested parties submit a
request for new and separate Medicaid payments to Medicaid.

While we did not propose to consider CPT code 59200 as potentially misvalued for CY
2024, we solicited comments on this code. Specifically, we asked commenters whether the
absence of supply item Dilapan-S makes the nonfacility/office Medicare payment for this code
potentially misvalued.

We received public comments on these proposals. The following is a summary of the
comments we received and our responses.

Comment: Several commenters suggested replacing the laminaria tent supply item with
Dilapan-S, both of which are used to dilate the cervix in preparation for the induction of labor.
Commenters stated that the code and supply input pricing for CPT code 59200 are both outdated
since the service has evolved and the prices for its PE and supply items have increased since the
code was last reviewed in 2003. One commenter noted that the use of the laminaria tent instead
of Dilapan-S is not typical of, and does not reflect the standard of care for, term induction of
labor; and that there are now many methods of cervical dilation, including pharmacological,
mechanical, and surgical.

Also, commenters noted that CPT code 59200 only describes the insertion of the cervical
dilator using the laminaria and/or prostaglandins and it does not describe the insertion of the
cervical dilator with other practice expense supply items. As a result, commenters suggested
CPT code 59200 should be reviewed.

Response: We thank commenters for pointing out that CPT code 59200 is a specific
procedure for cervical dilation and that other methods of cervical dilation (pharmacological,
mechanical, and surgical) have come into practice that are not described by CPT code 59200.
We also appreciate commenters' pointing out that the current market price of the laminaria tent
has increased since the supply item price was established in 2003. Lastly, we acknowledge

commenters' suggestion regarding the replacement of the supply item laminaria tent with



Dilapan-S.

Comment: A number of commenters stated that CPT code 59200 performed in the office
or in the outpatient setting is more efficient in many ways (including in overall costs) and helps
in inducing labor, which in turn, helps promotes vaginal births rather than concluding as
Cesarean sections when there is not enough dilation. The commenters noted that in comparison,
vaginal births obviously shorten hospital stays and patient recoveries and improves patient
satisfaction in the birthing method.

Commenters noted that alternate cervical dilation such as prostaglandins medication must
be administered as inpatient, and mechanical dilation is performed in an outpatient setting, but
CPT code 59200 can typically be performed in the office, which is more desirable. Physicians
have noted that patient populations today tend to have higher incidences of obesity,
hypertension, diabetes, and advancing maternal age complications and to ensure healthy births
and maintain the highest standards of care, the induction of labor is necessary, which begins with
CPT code 59200, cervical dilation. One commenter adds that the use of laminaria instead of
Dilapan-S is not the standard of care for term induction of labor.

Response: After reviewing the comments concerning CPT code 59200, we are mainly
concerned with whether the code currently represents how the medical procedure is performed
today. We agree with commenters that CPT code 59200 is a potentially misvalued service since
the code has not been reviewed in 20 years and the current typical practice of this code has likely
evolved since then, warranting a comprehensive review. As such, we believe that CPT code
59200 could benefit from a review of its supply, equipment, and clinical labor items, plus
physician work RVUs and physician work times. Therefore, based on the information provided
by commenters regarding the outdated nature of the code and supply input pricing, we are
finalizing CPT code 59200 as potentially misvalued for CY 2024.

2) CPT code 27279



CPT code 27279 (Arthrodesis, sacroiliac joint, percutaneous or minimally invasive
(indirect visualization), with image guidance, includes obtaining bone graft when performed,
and placement of transfixing device) (090 day global code) was nominated as potentially
misvalued due to the absence of separate direct PE inputs for this 090 day global code in the
nonfacility office setting. Currently, the PFS only prices CPT code 27279 in the facility setting,
at about $826.85 for the physician's professional services, but the nominators were seeking
separate direct PE inputs for this service to better account for valuation when performed in the
nonfacility/office setting.

The nominator claimed that CPT code 27279 could be safely and effectively furnished in
the nonfacility setting and that this procedure has a low-risk profile, similar to kyphoplasty (CPT
codes 22513, 22514, and 22515), which is currently furnished in the nonfacility setting. The
nominator described Kyphoplasty as "a percutaneous minimally invasive procedure depositing
poly methyl methacrylate via a cannula into vertebral bodies near neural structures." The
nominator stated that permitting payment for direct PE inputs for CPT code 27279 in the
nonfacility/office setting would increase access to this service for Medicare patients. The
nominator also submitted one sample invoice for $17,985.00 with three units of the itemized
supply item [Fuse-3D Implant 7.0 mm x 55mm, US ($5,995.00 per unit) to illustrate the high
direct PE costs for CPT code 27279, should CMS value this code in the nonfacility/office setting.

We expressed concern about whether this 090-day surgical service could be safely and
effectively furnished in the non-facility/office setting (for example, in an office-based surgical
suite). We welcomed comments on the nomination of CPT code 27279 for consideration as
potentially misvalued.

The following is a summary of the comments we received and our responses.

Comment: Several commenters supported establishing a nonfacility/office payment for
CPT code 27279. Commenters stated that while the procedure is currently performed in ASCs, it

can be equally effective, with minimal risk, when done in an office setting. Commenters also



stated that the fact that the service is assigned a 090-day global period does not imply that the
code should only be performed in an inpatient setting nor that the service carries a heightened
level of risk, since CPT code 27279 is minimally invasive. Additionally, to support their
recommendation to create a nonfacility/office payment for CPT code 27279, the commenters
cited the dorsal arthrodesis procedure (Dorsal Sacroiliac Joint Arthrodesis CPT code 27278
(2X000)) for comparison since it also has a 090 global period and a nonfacility-office payment.

Response: We appreciate the comments in support of establishing a nonfacility/office
payment for CPT code 27279.

Comment: Several commenters opposed creating a nonfacility/office payment for CPT
code 27279 due to patient safety concerns when performed in the office setting. Also, some
commenters noted that while the kyphoplasty codes (CPT codes 22513, 22514, 22515) are often
cited as an example of codes supporting nonfacility/office payments similar to CPT code 27279,
those codes have 010 day global periods and do not have the same level of risk as CPT code
27279. Commenters supported this point by stating that CPT code 27279 is not necessarily
minimally invasive because it requires the incision and collection of bone as well as the
placement of titanium implants across the sacroiliac joint.

Response: We appreciate the comments opposing the establishment of a
nonfacility/office payment for CPT code 27279.

We thank the commenters for the multiple perspectives regarding nonfacility/office
payment for these services. We note that there does not appear to be a consensus on whether
these services may be safely and effectively furnished in the nonfacility/office setting, which is a
primary concern in our policy consideration. Therefore, for CY 2024, we are not finalizing CPT
code 27279 as potentially misvalued.

However, after reviewing the public comments, we note a growing number of potentially
misvalued code nominations requesting that we establish nonfacility payment rates where there

currently are none. We acknowledge that the practice of medicine continues to evolve in ways



that, in clinically appropriate and effective circumstances, there may be support for a transition
of complex procedures into ambulatory settings. We also acknowledge that PE inputs for such
services should be appropriately determined and established to appropriately reflect typical
clinical practice. We believe services such as those described by the nominator would benefit
from review by other interested parties, such as the AMA RUC and private payors, even as we
consider our policies for such services.

We look forward to considering valuation recommendations for such services and
additional information that may inform our payment policy considerations in future rulemaking.
3) CPT codes 99221, 99222, and 99223

An interested party nominated the Hospital Inpatient and Observation Care visit CPT
codes 99221 (Initial hospital care, per day, for the evaluation and management of a patient,
which requires these 3 key components: A detailed or comprehensive history,; A detailed or
comprehensive examination, and Medical decision making that is straightforward or of low
complexity. Counseling and/or coordination of care with other physicians, other qualified health
care professionals, or agencies are provided consistent with the nature of the problem(s) and the
patient's and/or family's needs. Usually, the problem(s) requiring admission are of low severity.
Typically, 30 minutes are spent at the bedside and on the patient's hospital floor or unit.), 99222
(Initial hospital care, per day, for the evaluation and management of a patient, which requires
these 3 key components: A comprehensive history; A comprehensive examination, and Medical
decision making of moderate complexity. Counseling and/or coordination of care with other
physicians, other qualified health care professionals, or agencies are provided consistent with
the nature of the problem(s) and the patient's and/or family's needs. Usually, the problem(s)
requiring admission are of moderate severity. Typically, 50 minutes are spent at the bedside and
on the patient's hospital floor or unit.), and 99223 (Initial hospital care, per day, for the
evaluation and management of a patient, which requires these 3 key components: A

comprehensive history; A comprehensive examination; and Medical decision making of high



complexity. Counseling and/or coordination of care with other physicians, other qualified health
care professionals, or agencies are provided consistent with the nature of the problem(s) and the
patient's and/or family's needs. Usually, the problem(s) requiring admission are of high severity.
Typically, 70 minutes are spent at the bedside and on the patient's hospital floor or unit.) as
potentially misvalued. We note that CMS reviewed these codes in the CY 2023 final rule (87 FR
69588) and established new physician work times and new work RVU payments for these
services. The nominator disagreed with these values and asserted that these "facility-based codes
are always inherently (or proportionately) more intense than E/M services provided in other
settings [in particular]," with patients presenting with potentially infectious diseases, such as
meningitis; pneumonia; tuberculosis; HIV/AIDS; Ebola virus; Zika virus; and, most recently,
SARS-CoV-2 and mpox, and that the inpatient setting has a predominance of more seriously ill
patients, who are sometimes immunocompromised and/or have multiple drug interaction issues
and/or with comorbidities, making them extraordinarily more complex than those patients
typically found in the office setting (with many of these infections being healthcare-associated
infections and antibiotic-resistant bacterial infections). We note that these new requests did not
offer appreciably new information relative to last year’s nomination/consideration.

The nominator sought a new work RVU value of 1.92 for CPT code 99221, a new work
RVU of 2.79 for CPT code 99222, and a new work RVU value of 4.25 for CPT code 99223.
Currently, CPT code 99221 has a work RVU of 1.63, a reduction of 15.1 percent from its 1.92
work RVU from CY 2022. CPT code 99222 had a work RVU of 2.61 in CY 2022 and is now at
2.60. CPT code 99223 had a work RVU of 3.86 in CY 2022. It now has a value of 3.50, which
is a reduction of 9.3 percent. The nominator requested that the work RVU for CPT code 99221
be restored back to 1.92, that the work RVU of CPT code 99222 be increased to 2.79, and that
the work RVU of CPT code 99223 be increased to 4.25 (please see Table 8 for a comparison of

work RVU values for CY 2022, CY 2023, and of those requested by the nominator).



TABLE 8: A Comparison of Work RVU values for CY 2022, CY 2023, and Those
Requested by the Nominator

CY 2022 CY 2023 Requested

CPT Code Work RVU | Work RVU | Work RVU
99221 - 1st hosp ip/obs sf/low 40 1.92 1.63 1.92
99222 - 1st hosp ip/obs moderate 55 2.61 2.60 2.79
99223 - 1st hosp ip/obs high 75v 3.86 3.50 4.25

After consideration of these nominations and their requests for higher work RVUs for
CPT codes 99221, 99222, and 99223, we proposed to maintain the values that we finalized for
these codes in the CY 2023 PFS final rule (87 FR 69588). Even so, we welcomed comments on
the nomination of these codes as potentially misvalued.

The following is a summary of the comments we received and our responses.

Comment. Many commenters stated that CMS should not have accepted the CY 2023
AMA RUC-recommended RVU values for CPT codes 99221, 99222, and 99223 because they
resulted in payment decreases for all three services (partially due to a decrease in survey times),
due to significant flaws with the AMA RUC evaluation process. Several commenters suggested
that the work RV Us for CPT codes 99221, 99222, and 99223 be restored to their original values
from before CY 2023 or be increased to mimic the increases that the E/M family of codes has
experienced in recent years.

Response: We thank commenters for their feedback.

After consideration of public comments, we do not believe CPT codes 99221, 99222, and
99223 are potentially misvalued since they were recently valued in the CY 2023 final rule (87
FR 69588). In that regulation, we accepted the AMA RUC recommendations. We believe that
the AMA RUC recommendations are still appropriate and best reflect the work intensity and
time involved in furnishing these services. Therefore, for CY 2024, we are not finalizing CPT
codes 99221, 99222, and 99223 as potentially misvalued.
4) CPT codes 36514, 36516, 36522

An interested party nominated CPT codes 36514 (Therapeutic apheresis, for plasma

pheresis), 36516 (Therapeutic apheresis, with extracorporeal immunoadsorption, selective



adsorption or selective filtration and plasma reinfusion), and 36522 (Photopheresis,
extracorporeal) (all 000 day global codes) as potentially misvalued. The interested party stated
that the direct PE of clinical labor L042A, “RN/LPN” (for labor rate of $0.525 per minute), was
incorrect and should be changed to a more specific entry of “a therapeutic apheresis nurse
specialist (RN)” (for a labor rate of about $1.06 to $1.14 per minute), which would
approximately double all three of these codes’ clinical labor PE entries. In addition, the
nominator disagreed with the current direct PE of supply item SC085, “Tubing set, plasma
exchange” at $186.12 per item, and believed that this would be worth $248.77 per item with CPT
code 36514, using a quantity of one item. The nominator believed that supply item SC084,
“Tubing set, blood warmer,” which we currently have listed at $8.01 per item, should be worth
$14.71 per item with CPT code 36514, also using a quantity of one item. The nominator
submitted sample invoices (not actual invoices) for illustration and support. We welcomed
comments on whether these codes were potentially misvalued.

The following is a summary of the comments we received and our responses.

Comment: Several commenters were in favor of establishing a specific new Therapeutic
Apheresis Nurse Specialist labor category for CPT codes 36514, 36516, and 36522 because they
did not believe the current RN/LPN labor code accurately captured their nurses' specialized
skills, experience, work, and time. Commenters pointed out that recruiting and retaining nursing
personnel has been challenging, and when competing for an experienced specialized apheresis
nurse, salary demands are higher to attract and keep them. The nominator also mentioned that a
typical apheresis nurse tends to have an extensive clinical background and specialized
therapeutic apheresis experience. Additionally, commenters noted that these nurses spend
significant time with patients during apheresis procedures, often not leaving the patient's bedside
during the long procedure. Commenters noted that these nurses are trained to set up specialized
equipment, work with hospital blood banks to acquire blood products, work with pharmacies for

required medications, and consult with medical and nursing staff.



Response: We thank commenters for their detailed description of the typical duties of an
apheresis nurse and how they might differ from a general RN/LPN nurse.

Comment: Several commenters opposed the nomination of CPT codes 36514, 36516,
36522 as potentially misvalued and advised us to review the results of the forthcoming AMA
PPIS survey before making any changes. One commenter added that there might be a clinical
labor type gap that CMS could resolve.

Response: We thank commenters for their feedback and for acknowledging the
forthcoming AMA PPIS survey.

After considering the public comments, we believe there may be a possible disparity with
the clinical labor type for this service and that these codes would benefit from additional review
in future rulemaking. We believe that it is likely that a general RN/LPN labor category is not
adequately equivalent to an Apheresis Nurse Specialist and while there is currently no Apheresis
Nurse category listed in the PFS, there may be existing nurse categories that can act as a
substitute, such as an oncology nurse. Therefore, for CY 2024, we are finalizing CPT codes
36514, 36516, and 36522 as potentially misvalued.

5) CPT codes 44205 and 44204

An interested party nominated CPT code 44205 (Laparoscopy, surgical,; colectomy,
partial, with removal of terminal ileum with ileocolostomy), as potentially misvalued, requesting
that payment for this code be made equivalent to the higher payment for CPT code 44204
(Laparoscopy, surgical; colectomy, partial, with anastomosis). Both codes are 090 day global
codes, currently valued only in the facility setting. CPT code 44204 has a total RVU of 45.62 for
CY 2023, and CPT code 44205 has a total RVU of 39.62 for CY 2023, with a difference of 6.00
RVUs. CPT code 44204 is associated with 5 to 6 percent more physician work time: 455.0
minutes in total, compared to 428.5 minutes for CPT code 44205. The work RVU for CPT code

44204 is also 15 percent higher than the work RVU for CPT code 44205. The direct PE entries



for both codes are the same regarding supplies, equipment, and clinical labor, except that in the
clinical labor and equipment entries, the number of usage minutes is higher for CPT code 44204.

Though these two codes appear to be similar, they are still different in their purpose,
physician work times, and direct PE, with CPT code 44204 involving more time and resources
(and having a higher payment, accordingly). For these reasons, we disagreed with the assertion
that CPT code 44205 is potentially misvalued when compared to CPT code 44204, and we
disagree to modify this payment differential by paying more for CPT code 44205. We solicited
feedback regarding the nomination of CPT code 44205 as potentially misvalued.

We did not receive public comments on this provision, and therefore, we are finalizing
our proposal not to nominate this service as potentially misvalued.

6) CPT codes 93655 and 93657

An interested party nominated CPT codes 93655 (Intracardiac catheter ablation of a
discrete mechanism of arrhythmia which is distinct from the primary ablated mechanism,
including repeat diagnostic maneuvers, to treat a spontaneous or induced arrhythmia (List
separately in addition to code for primary procedure)) and 93657 (Additional linear or focal
intracardiac catheter ablation of the left or right atrium for treatment of atrial fibrillation
remaining after completion of pulmonary vein isolation (List separately in addition to code for
primary procedure)), as potentially misvalued. We recently reviewed these add-on codes in the
CY 2022 (86 FR 65108) and CY 2023 (87 FR 69516) final rules.

The nominator reiterated that the primary procedures involve “high intensity clinical
decision making, complexity in the intraoperative skills required for treatment,
morbidity/mortality risks to the patient, and work intensity” and that the work RV Us for both of
these add-on codes should reflect the AMA RUC recommended work RVU of 7.00. We
disagreed with this value in CY 2022 and continued to believe that a work RVU of 5.50 was
appropriate for the 60 minutes of physician service time for both codes. We saw no reason to

reconsider our valuation of CPT codes 93655 and 93657 for CY 2022 or CY 2023, and we do



not consider these codes to be potentially misvalued now and did not propose to nominate these
codes as potentially misvalued for CY 2024.

Comment:. We received very few comments addressing these two cardiac ablation add-on
codes, which were finalized in CY 2023. The commenters urged CMS to accept the AMA
RUC's recommendation for CPT codes 93655 and 93657 of 7.00 work RV Us.

Response: We believe the code valuations we established in CY 2023 are accurate and
that these codes are not potentially misvalued; however, we will continue to monitor this issue
and the Medicare claims data for these codes in the coming years.

We continue to believe that the current code valuations are accurate and most appropriate
for these services. Therefore, for CY 2024, we are not finalizing these codes as potentially
misvalued.

7) CPT code 94762 and 95800

An interested party nominated CPT code 94762 (Noninvasive ear or pulse oximetry for
oxygen saturation, by continuous overnight monitoring (separate procedure)), a PE-only code as
potentially misvalued. The nominator noted that the technology behind this code had changed
considerably over the last 14 years, and because the PE inputs were last reviewed in 2009, the PE
items included in the service no longer reflected current practice. In their submission, the
nominator listed equipment items for CPT code 94762, including EQ212 “pulse oxymetry
recording software (prolonged monitoring)” and EQ353 “Pulse oximeter 920 M Plus,” which the
nominator asserted are now typically found in a one-time use supply item: SD263 “WatchPAT
pneumo-opt slp probes” (extended external overnight pulse oximeter device probe and battery
with bluetooth, medical magnetic tape recorder) (WatchPAT One Device) with a cost of $99.00
each (derived from two sample invoices, not actual invoices, included with the nomination).
According to our PE supply list, item SD263 costs $73.32, which is $25.68 less than the amounts

found in the sample invoices submitted by the nominators. The nominator retained equipment



item EQ212 “pulse oxymetry recording software (prolonged monitoring)”, and replaced
equipment item EQ353 with ED021, a “computer, desktop, w-monitor.

The same interested party who nominated CPT code 94762, also nominated CPT code
95800 (Sleep study, unattended, simultaneous recording; heart rate, oxygen saturation,
respiratory analysis (e.g., by airflow or peripheral arterial tone), and sleep time) as potentially
misvalued. The nominator requested that CMS update PE items for this code, asserting that the
PE inputs were last reviewed in 2017. CPT code 95800 currently includes the entry of a one-time
use supply item, SD263 “WatchPAT pneumo-opt slp probes” (extended external overnight pulse
oximeter device probe and battery with bluetooth, medical magnetic tape recorder) (WatchPAT
One Device), which costs $73.32 per item, in contrast to the pricing in the sample invoice -
$99.00 each (case of 12 x $99.00 = $1,188.00).

The nominator excluded the current equipment for this code (EQ335 “WatchPAT 200
Unit with strap, cables, charger, booklet and patient video” and EQ336 “Oximetry and Airflow
Device”) and instead included ED021 (“computer, desktop, w-monitor”) in the PE for this code.
We noted that we did not previously include ED021 as a specialized equipment item dedicated to
this function (and EQ212 “pulse oxymetry recording software (prolonged monitoring)” was also
not included in the PE for CPT code 95800, as it was with CPT code 94762). The nominator
included the PE listings for CPT code 93245 (Heart rhythm recording, analysis, interpretation
and report of continuous external EKG over more than 1 week up to 1 weeks) as an example of
how PE supply items for CPT code 95800 should be structured, but this code included supply
item, SD339 “extended external ECG patch, medical magnetic tape recorder” and equipment
item ED021 “computer, desktop, w-monitor,” which is presumed to be used to record the data
from the ECG patch and to be used to analyze the data.

There is no clear evidence whether the WatchPAT One Device needs or does not need
the specific monitoring and recording system (equipment item EQ212 “pulse oxymetry recording

software (prolonged monitoring)”) for CPT code 95800, as opposed to any other system/process.



The interested party requested the PE changes discussed above to support their argument that

these CPT codes are potentially misvalued (see Table 9).

TABLE 9: Listing of Nominator’s Practice Expense Items for Addition or Deletion to CPT

codes 94762 and 95800
CPT Current Equipment Description Non-Facility/ | Equipment Current Supply Description Non- Supply
code |Equipment Office Status Supply Facility/ Status
Code Equipment Code Office
PE Cost Supply
PE Cost
94762 EQ212 pulse oxymetry $0.7360 Retain
recording software
(prolonged monitoring)
(480 min)
94762 EQ353 Pulse oximeter 920 M $7.1155 Delete SD263 WatchPAT $73.32 | Add
Plus (480 min) pneumo-opt slp Or
probes" (extended | $99.00
external overnight
pulse oximeter
device probe and
battery with
bluetooth, medical
magnetic tape
recorder)
(WatchPAT One
Device)
95800 EQ335 WatchPAT 200 Unit $4.7071 Delete
with strap, cables,
charger, booklet, and
patient video
95800 EQ336 Oximetry and Airflow $4.5454 Delete
Device
95800 ED021 computer, desktop, w- $2.5339 Add SD263 WatchPAT $73.32 | Retain
monitor (assume 480 pneumo-opt slp Or
min) probes" (extended | $99.00

external overnight
pulse oximeter
device probe and
battery with
bluetooth, medical
magnetic tape
recorder)
(WatchPAT One
Device)

We welcomed comments as to whether these codes are potentially misvalued.

The following is a summary of the comments we received and our responses.

Comment. One commenter disagreed with the replacement of various PE items with

alternative items. For example, for CPT code 94762, the existing pulse oximeter 920 M Plus

(CMS equipment item EQ353) would be replaced with the disposable WatchPAT One supply




item (SD263). The commenter expressed concern about removing the pulse oximetry devices
from CPT code 94762 and whether the WatchPAT One supply item properly assessed and
monitored a patient's sleep, as described by the code.

Response: We thank commenters for their feedback. There seems to be a general
misunderstanding from the original nomination regarding which PE items should be replaced or
retained and which items are considered duplicated, according to the public comments received.

We cannot properly assess if CPT codes 94762 and 95800 are potentially misvalued
based on the evidence submitted with the original nomination and subsequent public comments
we received in response to the CY 2024 PFS proposed rule. After considering the public
comments, it is still unclear whether CPT codes 94762 and 95800 are potentially misvalued. We
invite the original nominator or other parties to resubmit their nomination with information
providing additional clarity for further consideration in future rulemaking. Therefore, for CY
2024, we are not finalizing CPT codes 94762 and 95800 as potentially misvalued.

8) CPT codes 0596T and 0597T

An interested party nominated CPT codes 0596T (Initial insertion of temporary valve-
pump in female urethra) and 0597T (Replacement of temporary valve-pump in female urethra)
as potentially misvalued. This nominator generally expressed concern about variability in MAC
pricing for the contractor-priced service and requested that CMS establish national pricing to
stabilize payments that more accurately reflected the work, professional liability costs, and
especially the nonfacility PE for these services, including the costs associated with the Vesiflo
inFlow System, the primary supply included in the procedures described by the two Category II1
CPT codes. The nominator stated that the MAC-determined payment amounts had been
inappropriately low and did not account for the time and the work involved in furnishing the
services or all of the PE. In their submission, the nominator discussed their expected inputs for
both codes. For CPT code 0596T, the nominator asserted that a physician would typically spend

60 minutes of work inserting the Vesiflo inFlow System. The nominator also discussed the PE



items used to furnish the procedure. These specified PE items included a power table, a mayo
stand, an examination light, clinical labor time of a RN/LPN/MTA totaling to 73 minutes, and a
list of supplies summing to $1,902.76, primarily from the inFlow Measuring Device of $140.00,
the inflow Device of $495.00, and the inflow Activator Kit of $1,250.00, with the inflow supply
items making up about 99 percent of the total cost of supplies.

For CPT code 0597T, the nominator asserted that a physician would typically spend 25
minutes replacing the Vesiflo inFlow System. The specified PE items for this service included a
power table, a mayo stand, an examination light, clinical labor time of a RN/LPN/MTA totaling
38 minutes, and a list of supplies summing to $505.30, primarily from the inflow device of
$495.00, with the inflow supply items making up about 98 percent of the total cost of supplies.
A sample invoice was included in this nomination (as opposed to an actual invoice).

We welcomed comments on whether these two temporary category III CPT codes, CPT
codes 0596T and 0597T, were potentially misvalued and whether these codes should remain
contractor-priced.

The following is a summary of the comments we received and our responses.

Comment:. We received several comments supporting our proposal to nominate CPT
codes 0596T and 0597T as potentially misvalued. These commenters recommended that we
establish national pricing for these services, stating that a change to national pricing would
address the misvaluation and pricing variability for the service and allow for the appropriate
inclusion of the Vesiflo system in the code's PE.

Response: We note that CPT codes 0596T and 0597T are category III codes and describe
relatively new and low-volume services. Generally, category III codes are contractor-priced
under the PFS, meaning that each MAC can establish pricing for the code for areas within its
jurisdiction. We appreciate the nominators' and commenters' concerns about variability in

payment across the different MAC jurisdictions.



After consideration of public comments, we are not finalizing CPT codes 0596T and
0597T as potentially misvalued. These are contractor-priced codes and they will remain
contractor priced for the present. However, we encourage interested parties to continue to
engage with the MACs and provide accurate and appropriate cost data to inform the MAC's
consideration and pricing of these services.

9) CPT code 93000

An interested party nominated CPT code 93000 (Electrocardiogram, routine ECG with at
least 12 leads; with interpretation and report) as potentially misvalued, arguing that we should
increase Medicare payment for CPT code 93000 to $35.64 when used in conjunction with other
supplies and services, to reflect PE costs equivalent to (1) $6.10 for EKG leads; (2) $21.19 for a
nurse visit of typically 5 minutes (as illustrated by CPT code 99211 (Office or other outpatient
visit for the evaluation and management of an established patient, that may not require the
presence of a physician or other qualified health care professional. Usually, the presenting
problem(s) are minimal. Typically, 5 minutes are spent performing or supervising these
services.)), and (3) $7.64 for the interpretation and report for the EKG service (as illustrated by
CPT code 93010 (Electrocardiogram, routine ECG with at least 12 leads; interpretation and
report only). While the interested party did not provide invoices or other evidence for
consideration, they asked that we value the grouping of these services at $35.64, even though the
direct costs for these identified PE inputs total to $34.93.

After consideration of submitted information, we decided not to propose to nominate
CPT code 93000 as potentially misvalued for CY 2024. We did not believe that the total of a mix
of services is a persuasive indication that one code - in this case, CPT code 93000 - was
potentially misvalued.

We did not receive public comments on this nomination. Therefore, for CY 2024, we are
not finalizing CPT codes code 93000 as potentially misvalued.

10) 19 therapy codes



An interested party nominated 19 therapy codes as potentially misvalued. We noted in
the proposed rule that these 19 therapy codes were last reviewed by CMS in the CY 2018 PFS
final rule (82 FR 53073 through 53074). The nominators asserted that the direct PE clinical labor
minutes, as recommended by the AMA Relative Value Scale Update Committee (RUC) and
Healthcare Professional Advisory Committee (HCPAC) Review Board, reflected inappropriate
multiple procedure payment reductions (MPPR), which are likely duplicative of the CMS MPPR
policy implemented in CMS' claims processing systems.

As discussed in the proposed rule, we reviewed the clinical labor time entries for these 19
therapy codes. We noted that we did not believe a payment reduction should have been applied
to the 19 nominated therapy codes' clinical labor time entries (Table 10) since the payment
valuation reduction would be duplicative of the MPPR we apply during claims processing. We
proposed to nominate these 19 codes as potentially misvalued for CY 2024, as we believed that
the valuation of these services would benefit from additional review through the AMA RUC
HCPAC valuation process. We also sought comment on our proposal. The following is a
summary of the comments we received and our responses.

Comment. Numerous commenters supported our proposal to nominate these 19 therapy
codes as potentially misvalued. There were no comments asserting that these codes should not
be considered potentially misvalued.

Response: After consideration of the public comments for this issue, we are finalizing

our proposal to consider the 19 therapy codes as potentially misvalued for CY 2024.



TABLE 10: 19 “Always Therapy” Service Codes Nominated as Potentially Misvalued for CY 2024

CY 2023
STATUS
HCPCS 2023 | LONG DESCRIPTION CODE
97012 Application of mechanical traction A
97014 Application of electrical stimulation I
97016 Application of blood vessel compression device A
97018 Application of hot wax bath A
97022 Application of whirlpool therapy A
97032 Application of electrical stimulation with therapist present, each 15 minutes A
97033 Application of medication using electrical current, each 15 minutes A
97034 Application of hot and cold baths, each 15 minutes A
97035 Application of ultrasound, each 15 minutes A
Therapy procedure using exercise to develop strength, endurance, range of motion, and
97110 flexibility, each 15 minutes A
97112 Therapy procedure to re-educate brain-to-nerve-to-muscle function, each 15 minutes A
97113 Therapy procedure using water pool to exercises, each 15 minutes A
97116 Therapy procedure for walking training, each 15 minutes A
97140 Therapy procedure using manual technique, each 15 minutes A
97530 Therapy procedure using functional activities A
97533 Therapy procedure using sensory experiences A
97535 Training for self-care or home management, each 15 minutes A
97537 Training for community or work reintegration, each 15 minutes A
97542 Evaluation for wheelchair, each 15 minutes A
Electrical stimulation (unattended), to one or more areas for indication(s) other than
G0283 wound care, as part of a therapy plan of care A

Note: Status code A = Active code — separately paid under the PFS. Status code I = Invalid code — not valid for
Medicare purposes.



D. Payment for Medicare Telehealth Services Under Section 1834(m) of the Act

As discussed in prior rulemaking, several conditions must be met for Medicare to make
payment for telehealth services under the PFS. See further details and full discussion of the
scope of Medicare telehealth services in the CY 2018 PFS final rule (82 FR 53006) and CY 2021
PFS final rule (85 FR 84502) and in 42 CFR 410.78 and 414.65.

1. Payment for Medicare Telehealth Services Under Section 1834(m) of the Act
a. Changes to the Medicare Telehealth Services List

In the CY 2003 PFS final rule with comment period (67 FR 79988), we established a
regulatory process for adding services to or deleting services from the Medicare Telehealth
Services List in accordance with section 1834(m)(4)(F)(ii) of the Act (42 CFR 410.78(f)). This
process provides the public with an ongoing opportunity to submit requests for adding services,
which are then reviewed by us and assigned to categories established through notice and
comment rulemaking. Specifically, we assign any submitted request to add to the Medicare
Telehealth Services List to one of the following two categories:

e (Category 1: Services that are similar to professional consultations, office visits, and
office psychiatry services that are currently on the Medicare Telehealth Services List. In
reviewing these requests, we look for similarities between the requested and existing telehealth
services for the roles of, and interactions among, the beneficiary, the physician (or other
practitioner) at the distant site, and, if necessary, the telepresenter, a practitioner who is present
with the beneficiary in the originating site. We also look for similarities in the
telecommunications system used to deliver the service; for example, the use of interactive audio
and video equipment.

e (Category 2: Services that are not similar to those on the current Medicare Telehealth
Services List. Our review of these requests includes an assessment of whether the service is
accurately described by the corresponding code when furnished via telehealth and whether the

use of a telecommunications system to furnish the service produces demonstrated clinical benefit



to the patient. Submitted evidence should include both a description of relevant clinical studies
that demonstrate the service furnished by telehealth to a Medicare beneficiary improves the
diagnosis or treatment of an illness or injury or improves the functioning of a malformed body
part, including dates and findings, and a list and copies of published peer reviewed articles
relevant to the service when furnished via telehealth. Our evidentiary standard of clinical benefit
does not include minor or incidental benefits. Some examples of other clinical benefits that we
consider include the following:

e Ability to diagnose a medical condition in a patient population without access to
clinically appropriate in-person diagnostic services.

e Treatment option for a patient population without access to clinically appropriate in-
person treatment options.

e Reduced rate of complications.

e Decreased rate of subsequent diagnostic or therapeutic interventions (for example, due
to reduced rate of recurrence of the disease process).

e Decreased number of future hospitalizations or physician visits.

e More rapid beneficial resolution of the disease process treatment.

e Decreased pain, bleeding, or other quantifiable signs or symptoms.

e Reduced recovery time.

e Category 3: Inthe CY 2021 PFS final rule (85 FR 84507), we created a third category
of criteria for adding services to the Medicare Telehealth Services List on a temporary basis
following the end of the public health emergency (PHE) for the COVID-19 pandemic. This new
category describes services that were added to the Medicare Telehealth Services List during the
PHE, for which there is likely to be clinical benefit when furnished via telehealth, but there is not
yet sufficient evidence available to consider the services for permanent addition under the
Category 1 or Category 2 criteria. Services added on a temporary, Category 3 basis will

ultimately need to meet the criteria under Category 1 or 2 in order to be permanently added to the



Medicare Telehealth Services List. To add specific services on a Category 3 basis, we conducted
a clinical assessment to identify those services for which we could foresee a reasonable potential
likelihood of clinical benefit when furnished via telehealth. We considered the following factors:

++ Whether, outside of the circumstances of the PHE for COVID-19, there are concerns
for patient safety if the service is furnished as a telehealth service.

++ Whether, outside of the circumstances of the PHE for COVID-19, there are concerns
about whether the provision of the service via telehealth is likely to jeopardize quality of care.

++ Whether all elements of the service could fully and effectively be performed by a
remotely located clinician using two-way, audio/video telecommunications technology.

In the CY 2021 PFS final rule (85 FR 84507), we also temporarily added several services
to the Medicare Telehealth Services List using the Category 3 criteria described previously. In
this rule, we considered additional requests to add services to the Medicare Telehealth Services
List on a Category 3 basis using the previously described Category 3 criteria.

The Medicare Telehealth Services List, including the additions described later in this section, is
available on the CMS website at https.://www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/index.html.

Beginning in CY 2019, we stated that for CY 2019 and onward, we intend to accept
requests through February 10, consistent with the deadline for our receipt of code valuation
recommendations from the RUC (83 FR 59491). For CY 2024, requests to add services to the
Medicare Telehealth Services List must have been submitted and received by February 10, 2023.
Each request to add a service to the Medicare Telehealth Services List must have included any
supporting documentation the requester wishes us to consider as we review the request. Because
we use the annual PFS rulemaking process as the vehicle to make changes to the Medicare
Telehealth Services List, requesters are advised that any information submitted as part of a
request is subject to public disclosure for this purpose. For more information on submitting a

request in the future to add services to the Medicare Telehealth Services List, including where to



mail these requests, see our website at https.//www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/index.html.
b. Requests to Add Services to the Medicare Telehealth Services List for CY 2024

Under our current policy, we add services to the Medicare Telehealth Services List on a
Category 1 basis when we determine that they are similar to services on the existing Medicare
Telehealth Services List for the roles of, and interactions among, the beneficiary, physician (or
other practitioner) at the distant site, and, if necessary, the telepresenter. As we stated in the CY
2012 PFS final rule with comment period (76 FR 73098), we believe that the Category 1 criteria
not only streamline our review process for publicly requested services that fall into this category,
but also expedite our ability to identify codes for the Medicare Telehealth Services List that
resemble those services already on the Medicare Telehealth Services List.

We also note that section 4113 of Division FF, Title IV, Subtitle A of the Consolidated
Appropriations Act, 2023 (CAA, 2023) (Pub. L. 117-328, December 29, 2022) extends the
telehealth policies enacted in the Consolidated Appropriations Act, 2022 (CAA, 2022) (Pub. L.
117-103, March 15, 2022) through December 31, 2024, if the PHE ends prior to that date, as
discussed in section II.D.c. of this final rule.

We received several requests to permanently add various services to the Medicare
Telehealth Services List effective for CY 2024. We found that none of the requests we received
by the February 10" submission deadline met our Category 1 or Category 2 criteria for
permanent addition to the Medicare Telehealth Services List. The requested services are listed in

Table 11.



TABLE 11: CY 2024 Requests for Permanent Addition — Services Not Proposed for
Permanent Addition to the Medicare Telehealth Services List

Service Type

HCPCS

Long Descriptor

Cardiovascular
Procedures

93793

Anticoagulant management for a patient taking warfarin, must include review and interpretation of a
new home, office, or lab international normalized ratio (INR) test result, patient instructions, dosage
adjustment (as needed), and scheduling of additional test(s), when performed

Cardiovascular
and Pulmonary
Rehabilitation

93797

Physician or other qualified health care professional services for outpatient cardiac rehabilitation;
without continuous ECG monitoring (per session)

94625

Physician or other qualified health care professional services for outpatient pulmonary rehabilitation;
without continuous oximetry monitoring (per session)

Deep Brain
Stimulation

95970

Electronic analysis of implanted neurostimulator pulse generator/transmitter (eg, contact group[s],
interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst, magnet mode, dose
lockout, patient selectable parameters, responsive neurostimulation, detection algorithms, closed loop
parameters, and passive parameters) by physician or other qualified health care professional; with
brain, cranial nerve, spinal cord, peripheral nerve, or sacral nerve, neurostimulator pulse
generator/transmitter, without programming

95983

Electronic analysis of implanted neurostimulator pulse generator/transmitter (eg, contact group[s],
interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst, magnet mode, dose
lockout, patient selectable parameters, responsive neurostimulation, detection algorithms, closed loop
parameters, and passive parameters) by physician or other qualified health care professional; with
brain neurostimulator pulse generator/transmitter programming, first 15 minutes face-to-face time with
physician or other qualified health care professional

95984

Electronic analysis of implanted neurostimulator pulse generator/transmitter (eg, contact group[s],
interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst, magnet mode, dose
lockout, patient selectable parameters, responsive neurostimulation, detection algorithms, closed loop
parameters, and passive parameters) by physician or other qualified health care professional; with
brain neurostimulator pulse generator/transmitter programming, each additional 15 minutes face-to-
face time with physician or other qualified health care professional (List separately in addition to code
for primary procedure)

Therapy

90901

Biofeedback training by any modality

97110

Therapeutic procedure, 1 or more areas, each 15 minutes; therapeutic exercises to develop strength
and endurance, range of motion and flexibility

97112

Therapeutic procedure, 1 or more areas, each 15 minutes; neuromuscular reeducation of movement,
balance, coordination, kinesthetic sense, posture, and/or proprioception for sitting and/or standing
activities

97116

Therapeutic procedure, 1 or more areas, each 15 minutes; gait training (includes stair climbing)

97161

Physical therapy evaluation: low complexity, requiring these components: A history with no personal
factors and/or comorbidities that impact the plan of care; An examination of body system(s) using
standardized tests and measures addressing 1-2 elements from any of the following: body structures
and functions, activity limitations, and/or participation restrictions; A clinical presentation with stable
and/or uncomplicated characteristics; and Clinical decision making of low complexity using
standardized patient assessment instrument and/or measurable assessment of functional outcome.
Typically, 20 minutes are spent face-to-face with the patient and/or family.

97162

Physical therapy evaluation: moderate complexity, requiring these components: A history of present
problem with 1-2 personal factors and/or comorbidities that impact the plan of care; An examination
of body systems using standardized tests and measures in addressing a total of 3 or more elements
from any of the following: body structures and functions, activity limitations, and/or participation
restrictions; An evolving clinical presentation with changing characteristics; and Clinical decision
making of moderate complexity using standardized patient assessment instrument and/or measurable
assessment of functional outcome. Typically, 30 minutes are spent face-to-face with the patient and/or
family.

97163

Physical therapy evaluation: high complexity, requiring these components: A history of present
problem with 3 or more personal factors and/or comorbidities that impact the plan of care; An
examination of body systems using standardized tests and measures addressing a total of 4 or more
elements from any of the following: body structures and functions, activity limitations, and/or
participation restrictions; A clinical presentation with unstable and unpredictable characteristics; and
Clinical decision making of high complexity using standardized patient assessment instrument and/or
measurable assessment of functional outcome. Typically, 45 minutes are spent face-to-face with the
patient and/or family.




Service Type

HCPCS

Long Descriptor

Re-evaluation of physical therapy established plan of care, requiring these components: An
examination including a review of history and use of standardized tests and measures is required; and

7164 Revised plan of care using a standardized patient assessment instrument and/or measurable assessment
of functional outcome Typically, 20 minutes are spent face-to-face with the patient and/or family.
Therapy 97530 Thergpeutic activities, direct (one—op—one) patient contact (use of dynamic activities to improve
functional performance), each 15 minutes
97750 Physical performa}nce test or measurement (eg, musculoskeletal, functional capacity), with written
report, each 15 minutes
97763 Orthotic(s)/prosthetic(s) management and/or’training, upper extremity('ies), lower extremity(ies),
and/or trunk, subsequent orthotic(s)/prosthetic(s) encounter, each 15 minutes
Initial hospital inpatient or observation care, per day, for the evaluation and management of a patient,
99271 whigh requife.s a medi.cally appropr.iate hist01.’y and/or examination and straightforward or lqw level
medical decision making. When using total time on the date of the encounter for code selection, 40
minutes must be met or exceeded.
Initial hospital inpatient or observation care, per day, for the evaluation and management of a patient,
99222 Whi.Cl:I requirgs a medically. approprigte history and/or examination and moderate leyel of medical
decision making. When using total time on the date of the encounter for code selection, 55 minutes
must be met or exceeded.
Initial hospital inpatient or observation care, per day, for the evaluation and management of a patient,
99223 whic.h requires a medically .appropriate history and/or examination and high level of.medical decision
making. When using total time on the date of the encounter for code selection, 75 minutes must be met
or exceeded.
Hospital inpatient or observation care, for the evaluation and management of a patient including
99234 admis'sior.l and dischqrge on the same date, which req}lires a m§dically 'appropriate history an(.ifor
examination and straightforward or low level of medical decision making. When using total time on
Hospital Care, the date of the encounter for code selection, 45 minutes must be met or exceeded.
Emergency Hospital inpatient or observation care, for the evaluation and management of a patient including
Department and 99235 admission and discharge on the same date, which requires a medically appropriate history and/or
Hospital examination and moderate level of medical decision making. When using total time on the date of the
encounter for code selection, 70 minutes must be met or exceeded.
Hospital inpatient or observation care, for the evaluation and management of a patient including
99236 admis.sior.l and disc.harge on the same date,.vs./hich requires a medigally apprgpriate history and/or
examination and high level of medical decision making. When using total time on the date of the
encounter for code selection, 85 minutes must be met or exceeded.
99238 Hospital inpatient or observation discharge day management; 30 minutes or less on the date of the
encounter
99239 Hospital inpatient or observation discharge day management; more than 30 minutes on the date of the
encounter
99781 Emergency department visit for the .e\{aluation and mapagement of a patient that may not require the
presence of a physician or other qualified health care professional
99282 Emf:rgency depar'tment. visit for the evalugtiop and management ofa patiept, whic'h.requires' a
medically appropriate history and/or examination and straightforward medical decision making
99783 Emergency department Yisit for the evaluati'on gnd management of a pat'ient, whigh requir'es a
medically appropriate history and/or examination and low level of medical decision making
Health and 0591T Health and well-being coaching face-to-face; individual, initial assessment
Well—Bging 0592T Health and well-being coaching face-to-face; individual, follow-up session, at least 30 minutes
Coaching 0593T Health and well-being coaching face-to-face; group (2 or more individuals), at least 30 minutes

We remind interested parties that the criterion for adding services to the Medicare

telehealth list under Category 1 is that the requested services are similar to professional

consultations, office visits, and office psychiatry services that are currently on the Medicare

Telehealth Services List, and that the criterion for adding services under Category 2 is that there

is evidence of clinical benefit if provided as telehealth. As explained below and in the CY 2024




PFS proposed rule (88 FR 52286 to 52298), we found that none of the requested services listed
in Table 11 met the Category 1 criterion. Below is a summary of the reasons why we did not
propose to add these services to the Medicare Telehealth Services List on a Category 1 basis, the
comments on the proposed rule, and our responses:
(1) Cardiovascular Procedures

We received a request to permanently add CPT code 93793 (Anticoagulant management
for a patient taking warfarin, must include review and interpretation of a new home, office, or
lab international normalized ratio (INR) test result, patient instructions, dosage adjustment (as
needed), and scheduling of additional test(s), when performed)) to the Medicare Telehealth
Services List. We did not consider this service to be a Medicare telehealth service, because the
service is not an inherently face-to-face service — a patient need not be present in order for the
service to be furnished in its entirety. For example, in many instances, clinical staff will not
change a patient’s warfarin dosage as a result of the lab INR test result, and they may or may not
confirm the need for a follow-up test via phone; either way there is no need for a face-to-face
encounter with a practitioner. As we have explained in previous rulemaking (83 FR 59483),
certain kinds of services that are furnished remotely using communications technology are not
considered Medicare telehealth services and are not subject to the restrictions articulated in
section 1834(m) of the Act. This is true for services that were routinely paid separately prior to
the enactment of section 1834(m) of the Act and do not usually include patient interaction such
as the remote interpretation of diagnostic tests. We did not consider CPT code 93793 to be a
telehealth service under section 1834(m) of the Act or our regulation at § 410.78. Therefore, we
did not propose to add this service to the Medicare Telehealth Services List on a Category 1
basis.

Comment:. A few commenters requested that CMS update the status indicator for CPT
code 93793 to a covered status indicator such as A, S or V, and that CMS add the service to the

telehealth list.



Response: The request for a status indicator change is outside the scope of our telehealth
proposals. However, we believe it is important to note that the service elements of CPT code
93793 do not describe an in-person service that could, instead, be furnished as a Medicare
telehealth service using interactive communications technology. Because CPT code 93793 does
not describe an inherently face-to-face service, it would not be appropriate to consider or
recognize it as a telehealth service. We believe that the commenter misunderstands the nature of
CPT code 93793.

(2) Cardiovascular and Pulmonary Rehab

We received multiple requests to permanently add the following CPT codes to the
Medicare Telehealth Services List:

® 93797 (Physician or other qualified health care professional services for outpatient
cardiac rehabilitation, without continuous ECG monitoring (per session)); and

® 94624 (Physician or other qualified health care professional services for outpatient
pulmonary rehabilitation, without continuous oximetry monitoring (per session)).

In the CY 2022 PFS final rule (86 FR 65048), we explained that some services were
added temporarily to the Medicare Telehealth Services List on an emergency basis to allow
practitioners and beneficiaries to have access to medically necessary care while avoiding both
risk for infection and further burdening healthcare settings during the PHE for COVID-19. In the
same rule, we considered available evidence and noted that as evidence evolves on this subject
matter, we welcomed further discussions with interested parties on the topic. In subsequent
cycles of annual rulemaking, we have continued conversations with interested parties that
furnish, support, and use Cardiovascular and Pulmonary Rehabilitation services. In our CY 2022
PFS final rule (86 FR 65055), we acknowledged that commenters provided a number of studies
on the safety and efficacy of these services when furnished via telehealth, and we added the

codes to the list on a temporary, Category 3 basis.



We note that some evidence submissions and ongoing discussions with interested parties
have focused on the clinical benefits of patients receiving these services in the home. We note
that, while demonstrating the clinical benefits of services is important to our decision whether to
add a service to the Medicare Telehealth Services List, there are other considerations when
deciding whether to add codes to the list on a permanent basis. For example, while the CAA,
2023, does extend certain COVID-19 PHE flexibilities, including allowing the beneficiary’s
home to serve as an originating site, such flexibilities are only extended through the end of CY
2024. Under current law, beginning on January 1, 2025, the beneficiary’s home can be an
originating site only for Medicare telehealth services furnished for: (1) the diagnosis, evaluation,
or treatment of a mental health disorder; or (2) a beneficiary with a diagnosed substance use
disorder (SUD) for purposes of treatment of the SUD or a co-occurring mental health disorder;
or (3) monthly ESRD-related clinical assessments furnished to a beneficiary who is receiving
home dialysis, beginning January 1, 2025. Therefore, in the absence of further action by
Congress, CPT codes 93797 and 94626 will not be able to be furnished via telehealth to a
beneficiary in the home beginning January 1, 2025. As such, we did not propose to include these
services permanently on the Medicare Telehealth Services List on a Category 1 basis. We instead
proposed to continue to include these services on the Medicare Telehealth Services List through
CY 2024. We will then remove CPT codes 93797 and 94626 from the Medicare Telehealth
Services List for CY 2025.

Comment. Commenters were generally supportive and included supportive evidence
demonstrating possible clinical benefit for the clinical activities described by these codes.

Response: We thank commenters for the feedback.

After consideration of public comments, we are finalizing as proposed. We will continue
to include these services on the Medicare Telehealth Services List through CY 2024. We will
then remove CPT codes 93797 and 94626 from the Medicare Telehealth Services List for CY

2025.



(3) Deep Brain Stimulation

We received a request to permanently add the following CPT codes to the Medicare
Telehealth Services List:

® 95970 (Electronic analysis of implanted neurostimulator pulse generator/transmitter
(eg, contact group[s], interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst,
magnet mode, dose lockout, patient selectable parameters, responsive neurostimulation,
detection algorithms, closed loop parameters, and passive parameters) by physician or other
qualified health care professional; with brain, cranial nerve, spinal cord, peripheral nerve, or
sacral nerve, neurostimulator pulse generator/transmitter, without programming);

® 95983 (Electronic analysis of implanted neurostimulator pulse generator/transmitter
(eg, contact group[s], interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst,
magnet mode, dose lockout, patient selectable parameters, responsive neurostimulation,
detection algorithms, closed loop parameters, and passive parameters) by physician or other
qualified health care professional; with brain neurostimulator pulse generator/transmitter
programming, first 15 minutes face-to-face time with physician or other qualified health care
professional); and

® 95984 (Electronic analysis of implanted neurostimulator pulse generator/transmitter
(eg, contact group[s], interleaving, amplitude, pulse width, frequency [Hz], on/off cycling, burst,
magnet mode, dose lockout, patient selectable parameters, responsive neurostimulation,
detection algorithms, closed loop parameters, and passive parameters) by physician or other
qualified health care professional; with brain neurostimulator pulse generator/transmitter
programming, each additional 15 minutes face-to-face time with physician or other qualified
health care professional (List separately in addition to code for primary procedure)).

In our CY 2023 proposed rule (85 FR 45891), we explained that these services do not
meet the Category 1 criterion for permanent addition to the Medicare Telehealth Services List.

Additionally, we discussed concerns about whether the full scope of service elements could be



furnished via two-way, audio-video communication technology, particularly since it is unclear
whether the connection between the implanted device and the analysis/calibration equipment can
be done remotely. Additionally, we are concerned about the immediate safety of the patient if the
calibration of the neurostimulator were done incorrectly or if some other problem occurred.
However, we did include these services on the Medicare Telehealth Services List on a temporary
basis during the PHE to allow additional time for additional information to be gathered and
presented. Based on this information, we believe there is some possible clinical benefit for these
services when furnished via telehealth; however, there is not yet sufficient evidence available to
consider the services for permanent addition under the Category 2 criterion. We proposed to
keep these services on the Medicare Telehealth Services List for CY 2024. We stated that we
would consider additional evidence in future rulemaking to determine whether to add the
services to the Medicare Telehealth Services List on a permanent basis.

Comment: Several commenters explained that early evidence shows that safe remote
programming may set devices to a safe mode in instances where remote programming fails.
Commenters asserted that because evidence shows that patient safety risks may be mitigated
through such controls, and no evidence of patient harm had been found, that CMS should make
these services a permanent addition to the Medicare Telehealth Services List.

Response: We consider all evidence submitted and anecdotes shared by commenters. We
generally do not question the findings and believe that the services may be safely furnished using
only two-way interactive communications technology as a substitute for in-person elements of
the service. However, we have not received sufficient evidence to show that the service, when
furnished using only virtual interaction, would avoid a subsequent in-person service that
addresses instances where the beneficiary received less than the complete service (when the
device enters safe mode, remote programming failed, and requires a follow-up in-person visit so

that the device may be programmed in-person). We believe more time for further study would be



appropriate, and that adding these services to the Medicare Telehealth Services List on a
permanent basis beginning in CY 2024 would be premature.

After consideration of public comments, we are finalizing as proposed. We are not
adding these codes to the Medicare Telehealth Services List on a permanent basis.
(4) Therapy

We received requests to add Therapy Procedures: CPT codes 97110, 97112, 97116;
Physical Therapy Evaluations: CPT codes 97161 through 97164; Therapy Personal Care
services: CPT code 97530; and Therapy Tests and Measurements services: CPT codes 97750,
97763 and Biofeedback: 90901, to the Medicare Telehealth Services List on a Category 1 or 2
basis. We have considered these codes over several years, in multiple cycles of annual
rulemaking. In the CY 2017 final rule (81 FR 80198), we first assessed a request to add CPT
codes 97110, 97112, and 97116 (the therapy codes) to the Medicare Telehealth Services List. We
did not add the codes to the Medicare Telehealth Services List at the time, because there was no
emergency waiver providing an exception to the requirements under section 1834(m)(4)(E) of
the Act, and physical therapists, occupational therapists, and speech-language pathologists were
not eligible telehealth practitioners. In the CY 2018 final rule (82 FR 53008 and 53009), we
reiterated our initial assessment that the codes were not appropriate to add to the Medicare
Telehealth Services List, because the majority of the therapy codes listed above are furnished
over 90 percent of the time by therapy professionals who are not included on the list of distant
site practitioners who can furnish telehealth services at section 1834(m)(4)(E) of the Act. We
stated that we believed that adding therapy services to the Medicare Telehealth Services List
could result in confusion about who is authorized to furnish and bill for these services when
furnished via telehealth (82 FR 53009).

Section 3703 of Division A, Title III, Subtitle D of the Coronavirus Aid, Relief, and
Economic Security Act (CARES Act) (Pub. L. 116-136, enacted March 27, 2020) amended

section 1135(b)(8) of the Act to give the Secretary emergency authorities to waive or modify



Medicare telehealth payment requirements under section 1834(m) of the Act during the PHE for
COVID-19. Using this authority, CMS issued a set of emergency waivers that included waiving
the restrictions in section 1834(m)(4)(E) of the Act on the types of practitioners who may furnish
telehealth services. This allowed for therapy professionals to furnish telehealth services for the
duration of the PHE. In the CY 2022 final rule (86 FR 65051), we reviewed another round of
submissions requesting that CMS add therapy codes to the Medicare Telehealth Services List,
and we again determined that these codes did not meet the Category 1 criterion for addition to
the list. In the CY 2023 PFS final rule (87 FR 69451), through our review of evidence that was
submitted by interested parties in support of adding these services to the Medicare Telehealth
Services List on a Category 2 basis, we concluded that there was not sufficient information to
determine whether all of the necessary elements of these services could be furnished remotely.

In reviewing this year’s request, the evidence submission includes evidence similar to
what was submitted last year, with a few new additions suggesting that some elements of the
individual services may have clinical benefit when furnished via telehealth, but not resolving
uncertainty about whether other elements of the services can be fully furnished remotely via
telehealth. The evidence submitted also suggests that receiving therapy services via telehealth in
the home may offer some practical benefits, such as use of actual stairs in therapy exercise
instead of artificial stairs, or meal preparation instructions focused on available kitchen tools and
equipment. However, the evidence submitted for review leaves open questions as to whether
such differences in the setting of care translate to a clinical benefit that is more than minor or
incidental, in typical circumstances for the typical population of beneficiaries who may receive
therapy services via telehealth.

We note that for any submission, including submissions received for these therapy
services, we consider all elements of a service as described by a particular HCPCS code and
apply our review criteria to the specific code. While some submitted information may focus on

an individual service within one specific clinical scenario and furnished within one specific



individual model of care delivery, that information may not be generalizable to the varied
settings and scenarios under which the service would be typically furnished via telehealth. We
reiterate that available evidence should give a reasonable degree of certainty that all elements of
the service could fully and effectively be furnished by a remotely-located clinician using two-
way, audio/video telecommunications technology.

Based on the evidence we reviewed, we continue to question whether the findings from
therapy studies that focused on a specific clinical issue for a narrow population (for example,
joint replacement of a specific joint) translate to clinical benefit for some or many of the various
other clinical issues that would typically be addressed when therapists furnish therapy services
via telehealth to beneficiaries. Despite the evidence, we are still uncertain as to whether all of the
elements of a therapy service could typically be furnished through use of only real-time, two-
way audio/video communications technology. Because we continue to have these questions, we
did not propose to add these services to the Medicare Telehealth Services List on a Category 1 or
2 basis, for the same reasons described in our CY 2018 through CY 2023 rulemaking cycles.
Also, we continue to believe that adding these therapy services to the Medicare Telehealth
Services List permanently would potentially generate confusion. As discussed in last year's final
rule, we note that we do not have authority to expand the list of eligible Medicare telehealth
practitioners to include therapists (PTs, OTs, or SLPs) after CY 2024 (87 FR 69449 through
69451). We note that the CAA, 2023, did not permanently change the list of practitioners who
can furnish and bill for telehealth services; rather, the CAA, 2023, extended the current
telehealth flexibilities through the end of CY 2024. That said, we proposed to keep these therapy
services on the Medicare Telehealth Services List until the end of CY 2024. We will consider
any further action with regard to these codes in future rulemaking.

Comment. Commenters requested that CMS continue coverage of the therapy codes even
though physical therapists, occupational therapists, and speech therapists are not currently

permitted by statute to provide telehealth services after CY 2024.



Response: We direct readers to our discussion of these codes in the proposed rule, and
we reiterate that we are still uncertain as to whether all of the elements of a therapy service could
typically be furnished through use of only real-time, two-way audio/video communications
technology. Further, we note that the scope of our proposals did not include coverage status of
the codes, merely whether CMS should change the status of the codes on the telehealth list.

After consideration of public comments, we are finalizing as proposed. These therapy
services will remain on the Medicare Telehealth Services List until the end of CY 2024.

(5) Hospital Care, Emergency Department and Hospital

We received a request to permanently add the following CPT codes to the Medicare
Telehealth Services List:

e 99221 (Initial hospital inpatient or observation care, per day, for the evaluation and
management of a patient, which requires a medically appropriate history and/or examination
and straightforward or low level medical decision making. When using total time on the date of
the encounter for code selection, 40 minutes must be met or exceeded.)

e 99222 (Initial hospital inpatient or observation care, per day, for the evaluation and
management of a patient, which requires a medically appropriate history and/or examination
and moderate level of medical decision making. When using total time on the date of the
encounter for code selection, 55 minutes must be met or exceeded.)

e 99223 (Initial hospital inpatient or observation care, per day, for the evaluation and
management of a patient, which requires a medically appropriate history and/or examination
and moderate level of medical decision making. When using total time on the date of the
encounter for code selection, 55 minutes must be met or exceeded.)

e 99234 (Hospital inpatient or observation care, for the evaluation and management of
a patient including admission and discharge on the same date, which requires a medically

appropriate history and/or examination and straightforward or low level of medical decision



making. When using total time on the date of the encounter for code selection, 45 minutes must
be met or exceeded.)

e 99235 (Hospital inpatient or observation care, for the evaluation and management of
a patient including admission and discharge on the same date, which requires a medically
appropriate history and/or examination and moderate level of medical decision making. When
using total time on the date of the encounter for code selection, 70 minutes must be met or
exceeded.)

e 99236 (Hospital inpatient or observation care, for the evaluation and management of
a patient including admission and discharge on the same date, which requires a medically
appropriate history and/or examination and high level of medical decision making. When using
total time on the date of the encounter for code selection, 85 minutes must be met or exceeded.)

e 99238 (Hospital inpatient or observation discharge day management; 30 minutes or
less on the date of the encounter)

e 99239 (Hospital inpatient or observation discharge day management; more than 30
minutes on the date of the encounter)

® 99281 (Emergency department visit for the evaluation and management of a patient
that may not require the presence of a physician or other qualified health care professional)

® 99282 (Emergency department visit for the evaluation and management of a patient,
which requires a medically appropriate history and/or examination and straightforward medical
decision making)

® 99283 (Emergency department visit for the evaluation and management of a patient,
which requires a medically appropriate history and/or examination and low level of medical
decision making)

In the March 31, 2020 interim final rule with comment period (IFC-1) (85 FR 19234), we
added the above services to the Medicare Telehealth Services List on a Category 2 basis for the

duration of the PHE for COVID-19, for telehealth services with dates of service beginning



March 1, 2020 through the end of the PHE (including any renewals of the PHE). When we
previously considered adding these services to the Medicare Telehealth Services List, either
through a public request or through our own internal review, we considered whether these
services met the Category 1 or Category 2 criteria. In many cases, we reviewed requests to add
these services to the Medicare Telehealth Services List on a Category 1 basis but did not receive
or identify information that allowed us to determine whether these services should be added on a
Category 2 basis (CY 2017 PFS final rule, at 81 FR 80194 to 80197). We reiterated that, while
we do not believe the context of the PHE for COVID-19 changes the assessment of whether
these services meet the Category 1 criterion, we reassessed all of these services to determine
whether they meet the criteria for inclusion on the Medicare Telehealth Services List on a
Category 2 basis, in the context of the widespread presence of COVID-19 in the community.
Given the exposure risks for beneficiaries, the health care work force, and the community at
large, in-person interaction between professionals and patients posed an immediate potential risk
that would not have been present when we previously reviewed these services in 2017. This risk
created a unique circumstance where health care professionals needed to weigh the risks
associated with disease exposure. For further background, in the CY 2021 final rule (FR 84506
through 84509), we explained the reasoning and considerations necessary for assigning a
Category 3 status to certain codes that were added to the Medicare Telehealth Services List on a
temporary basis during the PHE for COVID-19. We believe that some risk of COVID-19
remains, but also remain uncertain that available evidence gives clear support for continuing to
include these services on a permanent basis under the Category 2 criterion.

As discussed in the CY 2023 PFS final rule (86 FR 69450), we believe these hospital and
emergency department services may continue to be furnished safely via two-way, audio-video
communication technology. We did not propose to add these services to the list on a permanent
basis at this time, but we did propose that they would remain available on the Medicare

Telehealth Services List through CY 2024.



Comment: Several commenters stated that because CMS had adopted the AMA CPT
Editorial Committee’s consolidation of E&M inpatient and observation codes that CMS should
change their status on the telehealth list to make these codes permanent.

Response: We acknowledge the CPT Editorial Panel deleted seven observation care
codes and revised nine codes effective January 1, 2023, to create a single set of codes for
inpatient and observation care and also made changes to codes for inpatient and observation
discharge. We adopted the E/M inpatient/observation revisions in the CY 2023 PFS final rule.
For further background, refer to 87 FR 69586 through 69587. In the CY 2023 PFS final rule,
when we finalized new valuations based on AMA RUC recommendations which included a
change in code descriptors to reflect “patient history and/or physical exam” as one element of the
service, we removed the legacy codes from the list and replaced these with the new code set. To
reiterate, we have open questions of patient safety that we expect future submissions to address
in full, as evidence generation builds (for example, publication of peer-reviewed literature,
updates clinical practice guidelines, further study of hospital patient safety risks). We note that
the initial impetus for including these services on the Medicare Telehealth Services List focused
on the unique circumstance where health care professionals needed to weigh the risks associated
with disease exposure during PHE for COVID-19. Now that the PHE has ended, we expect that
future evidence submissions would address study of the appropriateness of furnishing these
services via telehealth outside the context of a global pandemic. We note that we have no
immediate evidence of patient safety risks associated specifically with furnishing these services
via telehealth but we remain cautious and intend to monitor these services moving forward
because of possible larger issues of patient safety.> With regard to the code consolidation, we

reiterate our concerns above, and note that prior to consolidation, none of the separate “legacy”

3 Fleisher, L. A., Schreiber, M., Cardo, D., & Srinivasan, A. (2022). Health Care Safety during the pandemic and
beyond — building a system that ensures resilience. New England Journal of Medicine, 386(7), 609-611.
https://doi.org/10.1056/nejmp2118285.



codes, which are now consolidated, were on the Medicare Telehealth Services List on a
permanent basis.

After consideration of public comments, we are finalizing as proposed and will keep
these hospital and emergency department services on the Medicare Telehealth Services List
temporarily through CY 2024. We note that CPT codes 99231 through 99233 are codes that
describe subsequent services, and are part of the same Hospital or Observation Care code family
(CPT codes 99218-99236), and have permanent status on the Medicare Telehealth Services List.
We continue to believe that new patients should be seen in person when the temporary telehealth
flexibilities end, and as a result we are not changing determinations of the status of any of these
codes.

(6) Health and Well-being Coaching

We received a request to permanently add the following three Health and Well-being
Coaching services to the Medicare Telehealth Services List:

® CPT code 0591T (Health and well-being coaching face-to-face; individual, initial
assessment),

e CPT code 0592T (Health and well-being coaching face-to-face; individual, follow-up
session, at least 30 minutes); and

e CPT code 0593T (Health and well-being coaching face-to-face; group (2 or more
individuals), at least 30 minutes).

We did not propose to add these health and well-being coaching services to the Medicare
Telehealth Services List on a permanent basis, but we proposed to add them to the list on a
temporary basis for CY 2024. The evidence included in the submitter's request notes that these
codes are similar to others already available on the Medicare Telehealth Services List. Further, it
appears that all elements of these services may be furnished when using two-way interactive
communications technology to replace the face-to-face elements of the service. The submission,

which contained two published metanalyses of literature on the clinical topic and an additional



pre-publication meta-analysis that focuses on outcomes and benefits of the delivery of virtual
health and well-being coaching, leaves some open questions as to whether Medicare
beneficiaries would receive meaningful clinical benefit from receiving virtual-only health and
well-being coaching. While the evidence is clearly evolving, it does suggest that these services
could possibly meet Category 2 criteria for inclusion on the Medicare Telehealth Services List as
more evidence builds. We also noted in the proposed rule that the published meta-analyses in the
submission make clear that further study is necessary for a broader range of medical
professionals, because conceptual articles and research and existing practice articles focus on
nurses but are sparse or silent about other general categories of medical professionals. We stated
that we would expect that any evidence in support of adding these codes on a permanent basis
should also establish clinical benefit when delivered directly by or under the supervision of the
types of professionals who are Medicare telehealth practitioners. The metanalyses demonstrate
that health coaching only requires a few hours of training, and few articles submitted to CMS
discussed the intensity of health coach training at all. The pre-publication metanalysis submitted
for review had less than definitive conclusions about “potential benefits” of health and well-
being coaching and hedged that the authors, “did not find evidence of long-term benefit, possibly
due to the paucity of studies examining longer-term outcomes. We caution that the certainty in
the evidence for the majority of outcomes was either very low or low, primarily due to high risk
of bias, heterogeneity, and impression.” The submission and its content were sufficient to serve
as a basis for adding the codes to the Medicare Telehealth Services List on a temporary basis,
and we appreciated the thoughtful and transparent way the submission laid out gaps in available
evidence. More time is needed to potentially close these gaps. We are not aware of any evidence
to suggest that it would be inappropriate to assign a temporary status to these codes. Therefore,
we proposed to add the services to the Medicare Telehealth Services List on a temporary basis.
Comment: Many commenters requested that CMS change the status of these codes to

permanent. The commenters referenced that the National Board of Health and Wellness Coaches,



which is an affiliate of the National Board of Medical Examiners, along with other standard-
setting organizations, represent 28,000 qualified coaching professionals; additional evidence
submitted addresses the rigor of training and certification requirements, as well as findings on
clinical effectiveness of health and wellness coaching services delivered via telehealth to treat
chronic disease prevalent in the Medicare population (for example, obesity, hypertension,
diabetes, and COPD). The commenters asserted that over 9,500 health professionals have
completed a certification exam, and approximately 20 percent of those holding certification also
hold a clinical State license of some kind.

Response: We thank commenters for the feedback and additional evidence submission.
We acknowledge the findings presented in the additional evidence, and the qualifications
required to achieve certification that comments referenced. We note that there are over 4 million
NPIs in the NPPES NPI Registry (http://npiregistry.cms.hhs.gov), and that we do not consider
the number of certified individuals providing a service in determining the status of a service on
the Medicare Telehealth List. Rather, when pointing to gaps in the available evidence supporting
inclusion of a service on the list, we ask whether further study is necessary to establish the
clinical benefit of a service for the Medicare population when the individual service is performed
using only two-way interactive communications technology as a substitute for face-to-face
interactions between the telehealth practitioner and the patient. The clinical value of the service
is not at issue when CMS determines whether or how to include a service on the Medicare
Telehealth Services List.

We remind readers that one purpose of the telehealth review, and our ongoing claims
monitoring process that examines utilization of telehealth services, is for CMS to act as an
appropriate safeguard to ensure that beneficiaries can receive all of the elements and benefits of a
service when that service is furnished via telehealth rather than in-person. CMS asks whether it is
likely that a typical beneficiary receiving the service would receive any clinical benefit beyond

mere incidental or minor clinical benefits when the service is performed by the typical telehealth



practitioner. When assessing the clinical benefit of a service when furnished as a telehealth
service, long-term and careful study over a period of years may be necessary. We believe the
commenters are suggesting that there is potential clinical benefit to providing these services via
telehealth, and we agree. Our initial review of evidence also indicates that these services can and
should retain their current status on the Medicare Telehealth Services List for CY 2024.
However, we remain cautious because the evidence and analyses provided by commenters
appear anecdotal. In future evidence submissions, we would expect to see peer-reviewed
literature, where the study population is typical of the Medicare population (for example, specific
age bands in study populations), and the methods focus on evaluating utilization and outcomes
(for example, claims data and analysis that includes the specific codes at issue). In summary,
there is still a lack of scientific study that focuses on use of these codes via telehealth, and in
clinical practice. We acknowledge that health coaches may have many types of backgrounds, and
we note that we did not intend to question the standards and training of health coaches when we
mentioned the variation in their credentialling in the proposed rule. We agree with commenters
that suggested many eligible health practitioners would furnish these services to Medicare
beneficiaries if they remained on the Medicare Telehealth Services List permanently. Even so,
the clinical benefits of these services when furnished as telehealth services for the target
population remain an open question in need of further study. We believe that this response
should provide further clarity for the public as to the sorts of data that CMS would like to receive
and review in future submissions.

After consideration of public comments, we are finalizing as proposed. We will add these
health and well-being coaching services to the Medicare Telehealth List on a temporary basis for
CY 2024.

(7) CMS Proposal to Add New Codes to the List
We proposed to add HCPCS code G0136 (Administration of a standardized, evidence-

based Social Determinants of Health Risk Assessment tool, 5-15 minutes) to the Medicare



Telehealth Services List. Our proposal to add HCPCS code G0136 to the list was contingent
upon finalizing the service code description we proposed in section IL.E. of the proposed rule.
We refer readers to the proposal in section II.E. of the proposed rule for further background (88
FR 52293). We proposed that HCPCS code G0136, if finalized as proposed, would receive a
permanent status on the Medicare Telehealth Services List. One element of the service describes
a face-to-face encounter between the clinician and beneficiary. Practitioners use clinical
judgement to determine whether to complete the SDOH screening with or without direct patient
interaction. Because the service description, as defined in section ILLE. of the CY 2024 proposed
rule and finalized in section II.E. of this final rule, expects that a patient encounter may be
necessary for accurate and complete screening, we believe that this element of the service
describes an inherently face-to-face clinical activity. Further, using two-way interactive audio-
video technology as a substitute for in-person interaction means an analogous level of care in
that using either modality would not affect the accuracy or validity of the results gathered via a
standardized screening tool. As discussed in section IL.E. of the proposed rule, we proposed that
this service must be furnished by the practitioner on the same date they furnish an E/M visit, as
the SDOH assessment would be reasonable and necessary when used to inform the patient’s
diagnosis, and treatment plan established during the visit. Therefore, we noted that we believe
HCPCS code G0136 describes a service that is sufficiently similar to services currently on the
Medicare Telehealth Services List, specifically E/M services, and that this service should be
added to the list on a permanent basis.

Comment. Many commenters supported our proposals to include GO136 (Administration
of a standardized, evidence-based Social Determinants of Health Risk Assessment tool, 5-15
minutes) on the Medicare Telehealth List as a permanent code.

Response: We thank commenters for the feedback.

After consideration of public comments, we are finalizing as proposed and assigning

HCPCS code G0136 (Administration of a standardized, evidence-based Social Determinants of



Health Risk Assessment tool, 5-15 minutes) permanent status on the Medicare Telehealth List,
beginning in CY 2024.

Comment: Many commenters requested that CMS add Principal Illness Navigation (PIN)
and Community Health Integration (CHI) services to the Medicare Telehealth List.

Response: We refer readers to our discussion of the PIN and CHI services in section IL.E.
of this final rule. We did not propose to add these services to the Medicare Telehealth Services
List for CY 2024 because the elements of the individual services in the code descriptors may not
typically require a face-to-face interaction, and therefore PIN (G0023, G0024, G0140, and
G0146) and CHI (G0019, G0022) would not be considered as potential Medicare telehealth
services under section 1834(m) of the Act. We note that the possible use of asynchronous
communications technology to support the provision of these services suggests that our policies
for other communications-based technology services should apply instead.

c. Proposed Clarifications and Revisions to the Process for Considering Changes to the Medicare
Telehealth Services List
1. Overview

In CY 2020, CMS issued an array of waivers and new flexibilities for Medicare
telehealth services to respond to the serious public health threats posed by the spread of COVID-
19 (85 FR 19230). Our goal was to give individuals and entities that provide services to
Medicare beneficiaries the flexibility to respond effectively to the serious public health threats
posed by the spread of COVID-19. Recognizing the urgency of this situation and understanding
that some pre-existing Medicare payment rules (including the statutory restrictions on telehealth
originating sites and telehealth practitioners) needed to be modified to allow patients and
practitioners to have access to necessary care while mitigating the risks from COVID-19, we
used waiver and regulatory authorities to change certain Medicare payment rules during the PHE
for COVID-19 so that physicians and other practitioners, home health and hospice providers,

inpatient rehabilitation facilities, rural health clinics (RHCs), and federally qualified health



centers (FQHCs) would be allowed broad flexibilities to furnish services using remote
communications technology to avoid exposure risks to health care providers, patients, and the
community.

In 2003, as required by section 1834(m)(4)(F)(ii) of the Act, we established a process for
adding or deleting services from the Medicare Telehealth Services List, which included
consideration under two categories of criteria (Categories 1 and 2) (67 FR 79988). We finalized
revisions to the Category 2 review criterion in the CY 2012 PFS final rule (76 FR 73102). Prior
to CY 2020, CMS had not added any service to the Medicare Telehealth Services List on a
temporary basis. In CY 2020, in response to the PHE for COVID-19, we revised the criteria for
adding or removing services on the Medicare Telehealth Services List using a combination of
emergency waiver authority and interim final rule making, so that some services would be
available for the duration of the PHE on a "temporary Category 2 basis." (85 FR 19234). In the
CY 2021 PFS final rule (85 FR 84507), we created a third, temporary category for services
included on the Medicare Telehealth Services List on a temporary basis. This new Category 3
includes many, but not all of the services that we added temporarily to the Medicare Telehealth
Services List during the COVID-19 PHE. Specifically, we reviewed the services we added
temporarily in response to the COVID-19 PHE and identified those for which there is likely to be
clinical benefit when furnished via telehealth, but there is not yet sufficient evidence available to
add the services as permanent additions to the list. Services added to the Medicare Telehealth
Services List on a temporary, Category 3 basis will ultimately need to meet the Category 1 or 2
criteria in order to be added to the Medicare Telehealth Services List on a permanent basis.

Between CY 2020 and CY 2023, we added many services to the Medicare Telehealth
List on a temporary basis during the PHE, and through rulemaking, we also added many of these
services on a Category 3 basis. Subsequent requests and evidence submitted to CMS supported
possible status changes for some of the services that are currently included on the Medicare

Telehealth Services List on a Category 3 basis. However, submissions sometimes confused our



use of waiver authority and regulatory flexibilities tied to the COVID-19 PHE which allow us to
temporarily add services to the Medicare Telehealth Services List through the end of the PHE,
with the generally applicable categories and criteria we use to consider changes to the Medicare
Telehealth Services List outside the circumstances of the COVID-19 PHE. Now that the PHE for
COVID-19 has ended, we intend to clarify and modify our process for making changes to the
Medicare Telehealth Services List. We believe these clarifications will help address potential
confusion among interested parties that submit requests for additions to the Medicare Telehealth
List stemming from the distinction between services that were added to the telehealth list on the
basis of COVID-19 PHE-related authorities versus services that were added temporarily on a
Category 3 basis, which does not rely on any PHE-related authority. Specifically, we created the
Category 3 basis for considering changes in the Medicare Telehealth Services List as part of the
process we are required to establish under section 1834(m)(4)(F)(2) for considering changes to
the list in part because, with the significant expansion of remotely-furnished services in response
to the COVID-19 PHE, we recognized the emergence of new data suggesting that there may be
clinical benefit when certain services are delivered via telehealth, but more time is needed to
develop additional evidence to support potential addition of the services on a permanent,
Category 1 or Category 2 basis. Under Category 3, services are added to the list on a temporary
basis to allow them to continue to be furnished via telehealth while additional evidence is
developed.

In brief, throughout the COVID-19 PHE, we have reviewed all requests to add services to
the Medicare Telehealth Services List and assessed whether the services in question should be
added to the list, temporarily or permanently, under any of the criteria for Category 1, 2, or 3.
Further, we did not reject any submissions from interested parties simply because they requested
consideration under a specific category, and the submitted data did not support adding the
service to the Medicare Telehealth Services List on that basis. Instead, we considered whether

the service(s) should be added to the Medicare Telehealth Services List on any basis.



To avoid potential continuing confusion among those who submit requests to add
services to the Medicare Telehealth Services List, and as we consider the expiration of the
Medicare telehealth flexibilities extended by the CAA, 2023 through the end of CY 2024, we
believe it would be beneficial to simplify our current taxonomy and multicategory approach to
considering submitted requests. Further, we believe that simplification toward a binary
classification approach could address the confusion we have noticed from interested parties
submitting requests during the PHE. The simplification restores the simple binary that existed
with Category 1 and 2, without displacing or disregarding the flexibility of Category 3. We are
finalizing our proposal to simply classify and consider additions to the Medicare Telehealth
Services List as either permanent, or provisional.

As we discussed in our CY 2024 proposed rule (88 FR 52262), to consider a request to
add a service to the Medicare Telehealth Services List, we need evidence that supports how the
telehealth service is either clinically equivalent to a telehealth service already permanently on the
list, or evidence that presents studies where findings suggest a clinical benefit sufficient for the
service to remain on the list to allow time for confirmative study. We reemphasize the need for
clinical evidence because that evidence serves as the principal basis for our consideration of a
request; and it is sometimes missing from submissions we receive.

For example, we have received some submissions requesting the addition of services to
the Medicare Telehealth Services List that are essentially framed as position papers advocating
for changes in statutory requirements of section 1834(m) of the Act. While we do give such
requests due consideration, the omission of clinical evidence to support the addition of a service
to the Medicare Telehealth Services List using our established criteria generally leads us to
conclude that the service should not be proposed for addition to the list. A fair and consistent
review process for any and all submissions relies on a standard application of uniform,
repeatable procedures for any individual submission, just as sound evidence should describe

repeatable methods and replicable findings. Submissions that rely on narrative arguments for



changes in the substantive requirements do not fit within such a fair and consistent review
process. Therefore, we believe the following restatement of requirements and our review process
is appropriate. We also proposed some procedural refinements to the review process,
specifically incorporating additional considerations into our evaluation of services, that we
believe would serve to maintain scope and focus in a post-PHE context. We discussed these
proposed changes in detail in the CY 2023 PFS proposed rule and in the following section.

Section 1834(m)(4)(F)(ii) of the Act requires that the Secretary establish a process that
provides, on an annual basis, for the addition or deletion of services (and HCPCS codes), to the
definition of telehealth services for which payment can be made when furnished via telehealth
under the conditions specified in section 1834(m). As specified at § 410.78(f), with the exception
of a temporary policy that was limited to the PHE for COVID-19, we make changes to the list of
Medicare telehealth services through the annual physician fee schedule rulemaking process. The
proposed revisions to our current permanent policies, specifically our proposed assignment of a
“permanent” or “provisional” status to a service and changes in status as described below, reflect
the stepwise method by which we proposed to consider future requests to add services to, remove
services from, or change the status of, services on the Medicare Telehealth Services List,
beginning for the CY 2025 Medicare Telehealth Services List, which will include submissions
received no later than February 10, 2024.

2. Proposed Steps of Analysis for Services Under Consideration for Addition, or Removal, or a
Change in Status, as Updates to the Medicare Telehealth Services List

Step 1. Determine whether the service is separately payable under the PFS.

When considering whether to add, remove, or change the status of a service on the
Medicare Telehealth Services List, we proposed to first determine whether the service, as
described by the individual HCPCS code, is separately payable under the PFS. Under section
1834(m)(1) of the Act, Medicare telehealth services are limited to those for which payment can

be made to the physician or practitioner when furnished using an interactive telecommunications



system notwithstanding that the practitioner furnishing the services is not in the same location as
the beneficiary; and under section 1834(m)(2)(A) of the Act, Medicare pays the same amount for
a telehealth service as if the service is furnished in person. As such, Medicare telehealth services
are limited to those services for which separate Medicare payment can be made under the PFS.

Thus, through Step 1, we would answer the threshold question of whether a service is
separately payable under the PFS. During the PHE, many submissions for addition to the
Medicare Telehealth Services List advocated for CMS to change the definition of “Medicare
telehealth service” for their specific service; some of those submissions were for services that
were not separately payable under the PFS.% (87 FR 69449). In the proposed rule, we anticipated
that Step 1, if finalized, would encourage submissions that focus on a separately payable PFS
service, and that the evidence included with those submissions will show how use of interactive,
two-way, audio/video telecommunications technology allows a practitioner to complete an
entire, specific service, described by a HCPCS code, that is equivalent to an in-person service.

We recognize that certain codes that had non-payable or bundled (not separately payable)
status under the PFS before the PHE for COVID-19 were temporarily included on the Medicare
Telehealth Services List to facilitate access to health care services during the PHE. However, the
PHE for COVID-19 has now expired.

We believe that proposed Step 1, if finalized, would lessen the administrative burden of
our telehealth services review process for both CMS and the public. We note that before
gathering evidence and preparing to submit a request to add a service to the Medicare Telehealth
Services List, the submitter should first check the payment status for a given service and ensure
that the service (as identified by a HCPCS code), is a covered and separately payable service
under the PFS (as identified by payment status indicators A, C, T, or R on our public use files).

For a full list of all PFS payment status indicators and descriptions, see the Medicare Claims

4 Services on the Medicare Telehealth List are used in the definition of Medicare telehealth. Some submissions may
have conflated the distinction. Step 1 clarifies. Refer to the CMS website instructions for a Request for Addition at
https.:.//www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Addition.



Processing Manual (IOM Pub. 100-04, chapter 23, section 30.2.2) and the Addendum for the
MPFSDB File Record Layout. Researchers and others preparing submissions should also refer to
the data dictionaries available at https.//resdac.org/cms-data/files/carrier-ffs/data-
documentation, to review whether the methodology and conclusions contained in supporting
evidence, or a submission itself, applies an appropriate methodology to study both individual
services and individuals that are representative of the Medicare population.

We further proposed that, if we find that a service identified in a submission is not
separately payable under the PFS, we would not conduct any further review of that service. We
would identify the code submitted for consideration and explain that we did not propose it for
addition. CMS sends confirmation from CMS telehealthreview@cms.hhs.gov when we receive a
submission requesting addition of a service to, removal of a service from, or a change in status
for a service included on, the Medicare Telehealth Services List. We proposed to inform each
submitter in the confirmation whether the submission was complete, lacking required
information, or outside the scope of issues we consider under the process for considering
changes in the Medicare Telehealth Services List. We noted that we also expect submissions to
include copies of any source material used to support assertions, which has been the
longstanding direction included in our website instructions. For further background, refer to
details available on our website at Attps.//www.cms.gov/Medicare/Medicare-General-
Information/Telehealth/Addition.

Step 2. Determine whether the service is subject to the provisions of section 1834(m) of
the Act.

If we determine at Step 1 that a service is separately payable under the PFS, we propose
to apply Step 2 under which we would determine whether the service at issue is subject to the
provisions of section 1834(m) of the Act. A service is subject to the provisions of section
1834(m) of the Act when at least some elements of the service, when delivered via telehealth, are

a substitute for an in-person, face-to-face encounter, and all of those face-to-face elements of the



service are furnished using an interactive telecommunications system as defined in §
410.78(a)(3). The aim of this step is to determine whether the service is, in whole or in part,
inherently a face-to-face service. As we discussed in the CY 2018 PFS final rule (83 FR 59483),
it has long been the case that certain services that are furnished remotely using communications
technology are not considered Medicare telehealth services and are not subject to the
requirements of section 1834(m) of the Act. We proposed Step 2 to emphasize the circumstances
under which the criteria under section 1834(m) of the Act apply, and also highlight
circumstances in which the criteria under section 1834(m) of the Act do not apply. As previously
noted, section 1834(m) of the Act provides for payment to a physician or practitioner for a
service furnished via an interactive telecommunications system notwithstanding that the
furnishing practitioner and patient are not in the same location at the same amount that would
have been paid if the service was furnished without the telecommunications system. We read this
to mean that the scope of section 1834(m) of the Act is limited to services that would ordinarily
be furnished with the furnishing practitioner and patient in the same location.

Our application of Step 2 remains consistent with longstanding policy. We reiterate that
there is a range of services delivered using certain telecommunications technology that do not
fall within the scope of Medicare telehealth services, though they are separately payable under
the PFS. Such services generally include services that do not require the presence of, or involve
interaction with, the patient (for example, remote interpretation of diagnostic imaging tests, and
certain care management services). Other examples include virtual check-ins, e-visits, and
remote patient monitoring services which involve the use of telecommunications technology to
facilitate interactions between the patient and practitioner, but do not serve as a substitute for an
in-person encounter, for example, to assess whether an in-person or telehealth visit is needed or
to transmit health information to the practitioner.

In determining whether a service is subject to the provisions of section 1834(m) of the

Act, we will consider whether one or more of the elements of the service, as described by the



particular HCPCS code at issue, ordinarily involve direct, face-to-face interaction between the
patient and practitioner such that the use of an interactive telecommunications system to deliver
the service would be a substitute for an in-person visit. For interested parties preparing a request
to add a service to the Medicare Telehealth Services List, we believe this Step 2 clarifies that a
service must be inherently a face-to-face service. We believe reframing this Step 2 has the
practical advantage of refining and improving consistency. We do not believe it would be
appropriate to add a service to the Medicare Telehealth Services List if it is not subject to section
1834(m) of the Act. We would explain our finding in notice and comment rulemaking.

Step 3. Review the elements of the service as described by the HCPCS code and
determine whether each of them is capable of being furnished using an interactive
telecommunications system as defined in § 410.78(a)(3)

We believe that the proposed Step 3 is fundamental to our commitment to health equity,
as this step could have a beneficial impact on access to care for vulnerable populations. Step 3 is
corollary to Step 2, and used to determine whether one or more elements of a service are capable
of being delivered via an interactive telecommunication system as defined in § 410.78(a)(3). In
Step 3, we consider whether one or more face-to-face component(s) of the service, if furnished
via audio-video communications technology, would be equivalent to the service being furnished
in-person, and we seek information from submitters to demonstrate evidence of substantial
clinical improvement in different beneficiary populations that may benefit from the requested
service when furnished via telehealth, including, for example, in rural populations. The services
are not equivalent when the clinical actions, or patient interaction, would not be of similar
content as an in-person visit, or could not be completed. We note that completing each element
of the defined service is a different question than whether a beneficiary receives any benefit at all
from the telehealth-only form of a candidate service. The practical basis for Step 3 mirrors the
practical basis for proposed Step 1 and 2, which is a consistent application of review criteria.

Many submissions that CMS received during the PHE lacked evidence indicating that some or



all elements of a service could be completed using an interactive telecommunications system
without still requiring an in-person interaction with a patient to furnish the complete service. We
note that studies of patient satisfaction alone, and submissions with an excessive focus on patient
satisfaction alone, present risks of bias in many ways, possibly complicating or obfuscating the
question of whether it is possible, or potentially safe, to deliver an inherently face-to-face service
via telehealth. Step 3 is integral to avoiding the possible unintended consequences of creating
new gaps in care when telehealth is used as a substitute for in-person care.

Step 4. Consider whether the service elements of the requested service map to the service
elements of a service on the list that has a permanent status described in previous final
rulemaking.

The purpose of the proposed Step 4 of our analysis is to simplify and reduce the
administrative burden of submission and review. For Step 4, we proposed to consider whether
the service elements of a code that we are considering for addition to, or removal from, the
Medicare Telehealth Services List map to the service elements of a service that is already on the
list and has a permanent status, because any code that satisfies this criterion would require no
further analysis: if a code describes a service that maps to the service elements of a code that is
included on the Medicare Telehealth Services List on a permanent basis, we would add the code
to the Medicare Telehealth Services List on a permanent basis.

We note that section 1834(m)(4)(F)(i) of the Act defines telehealth services as
professional consultations, office visits, and office psychiatry services (as identified as of July 1,
2000, by HCPCS codes 99241— 99275, 99201-99215, 90804-90809, and 90862 (and as
subsequently modified by the Secretary)), and any additional service specified by the Secretary.
Over the years, CMS has assigned Category 1 (permanent) status to services that were either
included in the list of codes specified in section 1834(m)(4)(F)(i) of the Act or added as
successor codes to those enumerated by statute. Successor codes are updates to or replacements

for the codes listed in section 1834(m)(4)(F)(i) of the Act. Therefore, this proposed step would



ensure that CMS includes successor codes on the Medicare Telehealth Services List. We note
that even if a code that we are considering for addition to the Medicare Telehealth Services List
is not a successor code, we would consider whether the service described in the submission is
similar to professional consultations, office visits, and office psychiatry services that are already
on the Medicare Telehealth Services List on a permanent basis. While we have not previously
found that the elements of service we are considering for addition to the list map to the elements
of a service that was previously added to the list on a permanent basis using the Category 2
criteria, we believe that it would be appropriate to apply this step 4 analysis to compare the
candidate service with any permanent code that is on the list on a permanent basis. As such, in
step 4, we proposed to maintain any previous analytical determinations from Steps 1 through 3
and directly map the successor code to a code on the list that has a permanent status described in
previous final rulemaking. For example, if a code currently categorized as a finalized Category 2
permanent code was replaced or revised by a successor code in a future year, CMS would ensure
that these revisions did not change the Step 1-3 results and add the successor code under Step 4.
We further proposed that if we find that the service we are considering satisfies Step 4, we would
end our review and propose to add the service to the Medicare Telehealth Services List on a
permanent basis in the next PFS proposed rule. When Step 4 is met, further evidence review is
not necessary. We proposed to continue to Step 5 if Step 4 was not met.

Step 5. Consider whether there is evidence of clinical benefit analogous to the clinical
benefit of the in-person service when the patient, who is located at a telehealth originating site,
receives a service furnished by a physician or practitioner located at a distant site using an
interactive telecommunications system

Similar to Steps 3, 4, and 5 above, the purpose of the proposed step 5 is to simplify and
reduce the administrative burden. Under proposed Step 5, we would review the evidence
provided with a submission to determine the clinical benefit of a service. We would then

compare the clinical benefit of that service, when provided via telehealth, to the clinical benefit



of the service if it were to be furnished in person. Proposed Step 5 would continue the existing
standard that we have applied when considering whether to add a code to the Medicare
Telehealth Services List on a Category 2 basis. We further proposed that: if there is enough
evidence to suggest that further study may demonstrate that the service, when provided via
telehealth, is of clinical benefit, CMS would assign the code a "provisional" status on the
Medicare Telehealth Services List. Where the clinical benefit of a service, when provided via
telehealth, is clearly analogous to the clinical benefit of the service when provided in person,
CMS would assign the code "permanent" status on the Medicare Telehealth Services List, even if
the code’s service elements do not map to the service elements of a service that already has
permanent status.

We reminded readers that our evidentiary standard of demonstrated clinical benefit does
not include minor or incidental benefits (81 FR 80194), and if finalized, our proposal would not
alter or displace this longstanding requirement. We will review the evidence submitted by
interested parties, and other evidence that CMS has on hand. The evidence should indicate that
the service can be safely delivered using two-way interactive audio-video communications
technology. Clinical practice guidelines, peer-reviewed literature, and similar materials, should
illustrate specifically how the methods and findings within the material establish a foundation of
support that each element of the defined, individual service described by the existing face-to-face
service code has been studied in the typical setting of care, typical population of beneficiaries,
and typical clinical scenarios that practitioners would encounter when furnishing the service
using only interactive, two-way audio-video communications technology to complete the visit or
encounter with Medicare beneficiaries. This analysis is fundamental to either of the current
Category 1 or Category 2 descriptions.

General evidence may also answer the question of whether a certain beneficiary
population requiring care for a specific illness or injury may benefit from receiving a service via

telehealth versus receiving no service at all, but must establish that the service is a substitute for



an equivalent in-person service. Evidence should demonstrate how all elements described by the
individual service code can be met when two-way, interactive audio-video communications
technology is used as a complete substitute for any face-to-face interaction required between the
patient and practitioner that are described in the individual code descriptor. We further remind
readers that submissions reflecting practitioner services furnished to Medicare beneficiaries are
helpful in our considerations.

Proposed Assignment of “permanent” or “provisional” Status to a Service and
Changes in Status.

We proposed to assign “permanent” or “provisional” status to any services for which the
service elements map to the service elements of a service on the list that has a permanent status
described in previous final rulemaking (see proposed step 4) or for which there is evidence of
clinical benefit analogous to the clinical benefit of the in-person service when the service is
furnished via telehealth by an eligible Medicare telehealth physician or practitioner (see
proposed step 5). These two designations (that is, “permanent” or “provisional”) are intended to
replace the Category 1-3 taxonomy that CMS currently uses. This proposed change is intended to
reduce confusion regarding the status of codes on the Medicare Telehealth Services List and to
simplify the outcome of our analysis. After a code receives the “provisional” status, as evidence
generation builds, we may assign “permanent” status in a future year, or we may remove the
service from the list in the interest of patient safety based on findings from ongoing monitoring
of telehealth services within CMS and informed by publicly available information. We would
revisit provisional status through our regular annual submissions and rulemaking processes
where a submission provides new evidence, or our claims monitoring shows anomalous activity,
or as indicated by patient safety considerations. CMS would handle changes in status by
revisiting the same steps 1 through 5 above.

Summary and Request for Feedback on Proposals to Update the Process of Review

for Adding, Removing, or Changing the Status of Services on the Medicare Telehealth List



In the proposed rule, we noted that the timeline for our proposed process to analyze
submissions would remain the same. CY 2025 submissions would be due by February 10, 2024.
Additionally, we would continue to address each submitted request for addition, deletion, or
modification of services on the Medicare Telehealth Services List through annual notice and
comment rulemaking.

As the end of the PHE for COVID-19 was uncertain at the time of last year’s rule, many
of the submissions for both CY 2023 and CY 2024 involved requests to change the status of
services on the Medicare Telehealth Services List from temporary to permanent. In other words,
many requestors requested that CMS consider changing the status of one or more services from
Category 3 to Category 1 or 2. Based on the number of requests we received asking that CMS
assign a different status to a given service, we believe a clarification is necessary to remind
readers of the steps that we take when analyzing a given service for addition to, removal from, or
a change in status on the Medicare Telehealth Services List. Through this proposal, we intended
to refine our process and reduce confusion going forward.

To reiterate some of our discussion above, our proposals are consistent with the existing
principles that CMS has applied to requests to add, remove, or change the status of a code during
the COVID-19 PHE. When reviewing submissions during the PHE, in the absence of evidence
supporting clinical benefit, but public comment expressing support for possible clinical benefit,
CMS would generally accept a temporary addition to the Medicare Telehealth Services list,
allowing more time for evidence generation. We anticipated that our approach would generally
remain consistent with this particular point of flexibility if this proposal were finalized; a code
could potentially receive provisional status on the Medicare Telehealth Services List in such a
situation, with the caveat that our proposed Steps 1, 2, and 3, are thresholds for inclusion on the
Medicare Telehealth Services List. If CMS finds that a service is not separately payable under
the PFS (see proposed step 1) or it is not subject to section 1834(m) of the Act (see proposed

Step 2), that service would not be added to the Medicare Telehealth Services List on any basis



(and notice of the rejection would be provided to the submitter, as noted above). We do not
intend to reject a submission based solely on the fact that the requestor did not request the
appropriate basis for consideration; we would still analyze the submission based on the proposed
steps, and then we would propose to add, remove, or change the status of the service, or we
would explain why we were not doing so.

We received comments on our proposed analysis procedures for additions to, removals
from, or changes in status for services on the Medicare Telehealth Services List. The following is
a summary of the comments we received and our responses.

Comment: Overall, commenters agreed with our proposal. Many commenters expressed
general support for our proposal to simplify our process for managing updates to the telehealth
list. We did not receive any comments that requested CMS delay or forgo the proposed changes.
Some commenters requested more clarity about the timing of updates and requested greater
visibility into determinations of permanent or provisional services. Several commenters
expressed concern that a static list may not be able to keep pace with innovation or asserted that
CMS has not gone far enough with its temporary services policies to allow room for
experimentation.

Response: We note that our flexibility to make subregulatory changes to the Medicare
Telehealth Services List expired at the end of the PHE. As a result, CMS must effectuate any
change to the list through notice and comment rulemaking. Further, as we explained in our
restatement of the longstanding criteria in this year’s proposed rule, the points of evaluation, and
timing of review period, both remain unchanged under our proposal. However, we believe
modifications to our procedures may result in less confusion. Study and observation of these
services in clinical practice add to available evidence, thereby continuing to address gaps in
evidence. A revised process lends greater opportunity to focus on evidence generation. Whether
a service has an appropriate valuation or whether a clinical action is appropriate as described in

the service itself are not open questions, so submissions need not take up those questions. The



matter at hand, is whether audio-video communication can fully substitute in-person interactions
and still complete the service while providing clinical benefit. Submissions should include
verifiable and transparent studies that compare the typical beneficiary populations who receive
the in-person service versus the telehealth service, and set forth methods, analysis, observations,
and conclusions that address any differences in receiving in-person versus telehealth service.

Comment: Some commenters suggested that CMS need not go beyond Step 3 to
determine whether a service should be included on the list. One commenter requested
clarification as to whether Step 3 requires, “substantial clinical improvement.”

Response: We disagree with commenters that only Steps 1-3 are necessary and remind
readers that section 1834(m)(4)(F)(ii) of the Act requires that the Secretary establish a process
that provides, on an annual basis, for the addition or deletion of services (and HCPCS codes), to
the definition of telehealth services for which payment can be made when furnished via
telehealth under the conditions specified in section 1834(m) of the Act. Since we added many
services to the Medicare Telehealth List during the PHE, maintaining any of these additional
services after the PHE would become difficult to administer in future years without Steps 4 and 5
(or something analogous) because Steps 1-3 only consider whether 1834(m) may apply, whereas
later steps help us decide whether there is clinical benefit for a service when face-to-face
interactions are substituted with the use of two-way audio-video communications technology.

Stopping at Step 3 would leave us without some basis that the full service could be
performed without fundamentally changing the design, meaning, and RV Us already established
in making the code payable under the PFS, for any given code we review for consideration on
our Medicare Telehealth List. Analysis of the effects of complete substitution of any and all of
the otherwise in-person elements in a given code happens in two ways. If the individual code is
so similar to the statutorily enumerated codes described in section 1834(m) of the Act, then the

code may be added without further examination (that is, without Step 4).



Responsive to concerns that the review process may not keep pace with innovation, we
disagree that Steps 4 and 5 threaten innovation. We also do not believe that the update and
review process for the Medicare Telehealth List should be the driver for innovation. We note this
Step 3 analysis is different from any substantial clinical improvement analysis. Our process is
intended to strike a balance between the uncertainty of innovation, which may not be well-
accounted for in the framework of section 1834(m) of the Act, with our recent history of
regulations promulgated to implement the statutory requirements of section 1834(m) of the Act.

Comment: A few commenters expressed concern that we have hesitated or declined to
extend telehealth flexibilities over the past 3 years and have added significant qualifiers,
including in-person requirements, to mental health services. Other commenters expressed
concern that maintaining the PHE flexibilities may interfere with the doctor-patient relationship
or create the unintended consequence of reducing access and clinical benefits of in-person care.
There remains a diversity of opinions across various interested parties.

Response: We note that CMS has implemented a broad range of telehealth flexibilities
and related policies to expand access to services and address gaps in care, including a focus on
expanding access to behavioral health. We believe it is important to note that Congress mandated
the in-person requirements for Medicare telehealth services for diagnosis, evaluation, or
treatment of a mental health disorder through the CAA, 2021, and has twice delayed the
requirement in the CAA, 2022 and CAA, 2023. As a result, we have not yet enforced the in-
person requirement for telehealth services for diagnosing, evaluating, or treating a mental health
disorder.

We are finalizing, as proposed, our consolidation of categories for services currently on
the Medicare Telehealth List, as described in the following section.

d. Consolidation of the Categories for Services Currently on the Medicare Telehealth Services

List.



We also proposed consolidating Categories 1, 2, and 3, as proposed above, for all
services currently on the Medicare Telehealth Services List. For CY 2024, we proposed to
redesignate any services that are currently on the Medicare Telehealth Services List on a
Category 1 or 2 basis and would be on the list for CY 2024 to the proposed new “permanent,”
category while any services currently added on a “temporary Category 2” or Category 3 basis
would be assigned to the "provisional" category. We believe redesignations in this calendar year
would help ease confusion in future years, including in the event of subsequent legislation
regarding Medicare telehealth services.

Furthermore, for a code that receives provisional status, as evidence generation builds,
we may grant the code a permanent status in a future year or remove the service from the list in
the interest of patient safety based on findings from ongoing monitoring of telehealth services
within CMS and informed by publicly available information. Our proposal did not set any
specific timing for reevaluation of services added to the Medicare Telehealth Services List on a
provisional basis because evidence generation may not align with a specific timeframe. Our
proposal not to establish any specific timing for considering changes from provisional to
permanent status avoids a potential situation in which we must remove provisional services from
the Medicare Telehealth Services List because the set period tolls, only to later find evidence
demonstrating that the removed service should receive permanent status. Under our proposal, we
would assign a provisional status for codes that satisfy the proposed threshold steps (1, 2, and 3),
and then the evidence available leaves a “close call” between permanent and provisional status.
We do not assign provisional status when it is improbable that the code would ever achieve
permanent status.

We received comments on our proposal to consolidate categories for services currently
on the Medicare Telehealth List. The following is a summary of the comments we received and

our responses.



Comment: Overall, commenters expressed support for our proposal to consolidate
categories for services currently on the list. Some commenters requested that CMS set a specific
timing, with more transparency about the change in status of provisional codes. Commenters also
asserted that CMS should broaden its narrow interpretation of the requirements of section
1834(m) of the Act. Many commenters referenced the CONNECT for Health Act, HR 3875/
S.2016 (refer to congress.gov/bill/1 18th-congress/house-bill/3875/committees?s=1&r=38).

Response: We reiterate our discussion of timing and note that CMS has no plans to
remove any provisional service from the current telehealth list where evidence generation
remains in-process, and the individual code is subject to section 1834(m) of the Act. We would
remove a provisional service from the list if evidence demonstrated patient safety issues. Our
consideration of provisional services requires us to balance the statutory requirements of section
1834(m) of the Act with the availability of clinical evidence. The statutory and clinical research
landscapes may change on a different timing and cadence.

Regarding the timing and change in status of a provisional code to a permanent code, this
change in status would depend on a few factors. For example, if we become aware of updated
clinical guidelines reflecting changes that show it is appropriate for the Medicare population to
receive a telehealth service identified as provisional, then we would consider that evidence as
support for a potential change from provisional to permanent status. For further background, we
refer readers to the section that follows. We disagree with commenters who suggested that our
interpretation of section 1834(m) of the Act is excessively narrow.

We believe it remains important to underscore that the purpose of designations of
permanent versus provisional services on the Medicare Telehealth List is to signal where more
study is necessary while avoiding the unintended consequence where a change in status itself
drives the formation of new clinical standards or practices.

Table 11 lists codes we are finalizing for the Medicare Telehealth Services List and

includes the simplified categorization of each service as either provisional or permanent. The



provisional services are those that are currently temporary, while the permanent services are
those that are currently permanent as category 1 or 2. As in Medicare Telehealth Services Lists
included in previous PFS final rules and posted on our website at
https://www.cms.gov/medicare/coverage/telehealth/list-services, the audio-only column
designates those services that may be furnished using audio-only technology, including
telehealth services for mental health (including SUD). We are finalizing our proposal to use the
simplified “provisional” or “permanent” designations for the current year, and to apply our

revised review process beginning with reviews for the CY 2025 PFS proposed rule.



TABLE 11: CY 2024 Medicare Telehealth Services List

Short Description Audio-Only? | Category
0362T Bhv id suprt assmt ea 15 min provisional
0373T Adapt bhv tx ea 15 min provisional
90785 Psytx complex interactive Yes permanent
90791 Psych diagnostic evaluation Yes permanent
90792 Psych diag eval w/med srvcs Yes permanent
90832 Psytx w pt 30 minutes Yes permanent
90833 Psytx w pt w e/m 30 min Yes permanent
90834 Psytx w pt 45 minutes Yes permanent
90836 Psytx w pt w ¢/m 45 min Yes permanent
90837 Psytx w pt 60 minutes Yes permanent
90838 Psytx w pt w e/m 60 min Yes permanent
90839 Psytx crisis initial 60 min Yes permanent
90840 Psytx crisis ea addl 30 min Yes permanent
90845 Psychoanalysis Yes permanent
90846 Family psytx w/o pt 50 min Yes permanent
90847 Family psytx w/pt 50 min Yes permanent
90853 Group psychotherapy Yes permanent
90875 Psychophysiological therapy provisional
90901 Biofeedback train any meth provisional
90951 Esrd serv 4 visits p mo <2yr permanent
90952 Esrd serv 2-3 vsts p mo <2yr permanent
90953 Esrd serv 1 visit p mo <2yrs provisional
90954 Esrd serv 4 vsts p mo 2-11 permanent
90955 Esrd srv 2-3 vsts p mo 2-11 permanent
90956 Esrd srv 1 visit p mo 2-11 provisional
90957 Esrd srv 4 vsts p mo 12-19 permanent
90958 Esrd srv 2-3 vsts p mo 12-19 permanent
90959 Esrd serv 1 vst p mo 12-19 provisional
90960 Esrd srv 4 visits p mo 20+ permanent
90961 Esrd srv 2-3 vsts p mo 20+ permanent
90962 Esrd serv 1 visit p mo 20+ provisional
90963 Esrd home pt serv p mo <2yrs permanent
90964 Esrd home pt serv p mo 2-11 permanent
90965 Esrd home pt serv p mo 12-19 permanent
90966 Esrd home pt serv p mo 20+ permanent
90967 Esrd svc pr day pt <2 permanent
90968 Esrd svc pr day pt 2-11 permanent
90969 Esrd svc pr day pt 12-19 permanent
90970 Esrd svc pr day pt 20+ permanent
92002 Eye exam new patient provisional
92004 Eye exam new patient provisional
92012 Eye exam establish patient provisional
92014 Eye exam&tx estab pt 1/>vst provisional
92507 Speech/hearing therapy Yes provisional
92508 Speech/hearing therapy Yes provisional
92521 Evaluation of speech fluency Yes provisional
92522 Evaluate speech production Yes provisional
92523 Speech sound lang comprehen Yes provisional
92524 Behavral qualit analys voice Yes provisional
92526 Oral function therapy provisional
92550 Tympanometry & reflex thresh provisional
92552 Pure tone audiometry air provisional
92553 Audiometry air & bone provisional
92555 Speech threshold audiometry provisional
92556 Speech audiometry complete provisional
92557 Comprehensive hearing test provisional




Short Description Audio-Only? | Category

92563 Tone decay hearing test provisional
92565 Stenger test pure tone provisional
92567 Tympanometry provisional
92568 Acoustic refl threshold tst provisional
92570 Acoustic immitance testing provisional
92587 Evoked auditory test limited provisional
92587 Evoked auditory test limited provisional
92587 Evoked auditory test limited provisional
92588 Evoked auditory tst complete provisional
92588 Evoked auditory tst complete provisional
92588 Evoked auditory tst complete provisional
92601 Cochlear implt f/up exam <7 provisional
92602 Reprogram cochlear implt <7 provisional
92603 Cochlear implt f/up exam 7/> provisional
92604 Reprogram cochlear implt 7/> provisional
92607 Ex for speech device rx lhr provisional
92608 Ex for speech device rx addl provisional
92609 Use of speech device service provisional
92610 Evaluate swallowing function provisional
92625 Tinnitus assessment provisional
92626 Eval aud funcj 1st hour provisional
92627 Eval aud funcj ea addl 15 provisional
93750 Interrogation vad in person provisional
93797 Cardiac rehab provisional
93798 Cardiac rehab/monitor provisional
94002 Vent mgmt inpat init day provisional
94003 Vent mgmt inpat subq day provisional
94004 Vent mgmt nf per day provisional
94005 Home vent mgmt supervision provisional
94625 Phy/ghp op pulm rhb w/o mntr provisional
94626 Phy/ghp op pulm rhb w/ mntr provisional
94664 Evaluate pt use of inhaler provisional
95970 Alys npgt w/o prgrmg provisional
95971 Alys smpl sp/pn npgt w/prgrm provisional
95972 Alys cplx sp/pn npgt w/prgrm provisional
95983 Alys brn npgt prgrmg 15 min provisional
95984 Alys brn npgt prgrmg addl 15 provisional
96105 Assessment of aphasia provisional
96110 Developmental screen w/score provisional
96112 Devel tst phys/ghp 1st hr provisional
96113 Devel tst phys/ghp ea addl provisional
96116 Nubhvl xm phys/ghp 1st hr Yes permanent
96121 Nubhvl xm phy/ghp ea addl hr Yes permanent
96125 Cognitive test by he pro provisional
96127 Brief emotional/behav assmt Yes provisional
96130 Psycl tst eval phys/ghp 1st Yes provisional
96131 Psycl tst eval phys/ghp ea Yes provisional
96132 Nrpsyc tst eval phys/ghp 1st Yes provisional
96133 Nrpsyc tst eval phys/ghp ea Yes provisional
96136 Psycl/nrpsyc tst phy/ghp 1st Yes provisional
96137 Psycl/nrpsyc tst phy/ghp ea Yes provisional
96138 Psycl/nrpsyc tech 1st Yes provisional
96139 Psycl/nrpsyc tst tech ea Yes provisional
96156 HIth bhv assmt/reassessment Yes permanent
96158 HIth bhv ivntj indiv 1st 30 Yes permanent
96159 HIth bhv ivntj indiv ea addl Yes permanent
96160 Pt-focused hlth risk assmt Yes permanent
96161 Caregiver health risk assmt Yes permanent




Short Description Audio-Only? | Category

96164 Hith bhv ivntj grp 1st 30 Yes permanent
96165 Hlth bhv ivntj grp ea addl Yes permanent
96167 Hith bhv ivntj fam 1st 30 Yes permanent
96168 Hith bhv ivntj fam ea addl Yes permanent
96170 Hith bhv ivntj fam wo pt 1st provisional
96171 Hith bhv ivntj fam w/o pt ea provisional
97110 Therapeutic exercises provisional
97112 Neuromuscular reeducation provisional
97116 Gait training therapy provisional
97129 Ther ivntj 1st 15 min provisional
97130 Ther ivntj ea addl 15 min provisional
97150 Group therapeutic procedures provisional
97151 Bhv id assmt by phys/ghp provisional
97152 Bhv id suprt assmt by 1 tech provisional
97153 Adaptive behavior tx by tech provisional
97154 Grp adapt bhv tx by tech provisional
97155 Adapt behavior tx phys/ghp provisional
97156 Fam adapt bhv tx gdn phy/ghp provisional
97157 Mult fam adapt bhv tx gdn provisional
97158 Grp adapt bhv tx by phy/ghp provisional
97161 Pt eval low complex 20 min provisional
97162 Pt eval mod complex 30 min provisional
97163 Pt eval high complex 45 min provisional
97164 Pt re-eval est plan care provisional
97165 Ot eval low complex 30 min provisional
97166 Ot eval mod complex 45 min provisional
97167 Ot eval high complex 60 min provisional
97168 Ot re-eval est plan care provisional
97530 Therapeutic activities provisional
97535 Self care mngment training Yes provisional
97537 Community/work reintegration provisional
97542 Wheelchair mngment training provisional
97750 Physical performance test provisional
97755 Assistive technology assess provisional
97760 Orthotic mgmté&traing Ist enc provisional
97761 Prosthetic traing 1st enc provisional
97763 Orthc/prostc mgmt sbsq enc provisional
97802 Medical nutrition indiv in Yes permanent
97803 Med nutrition indiv subseq Yes permanent
97804 Medical nutrition group Yes permanent
98960 Self-mgmt educ & train 1 pt provisional
98961 Self-mgmt educ/train 2-4 pt provisional
98962 Self-mgmt educ/train 5-8 pt provisional
98966 Hc pro phone call 5-10 min Yes provisional
98967 Hc pro phone call 11-20 min Yes provisional
98968 Hc pro phone call 21-30 min Yes provisional
99202 Office/outpatient visit new permanent
99203 Office/outpatient visit new permanent
99204 Office/outpatient visit new permanent
99205 Office/outpatient visit new permanent
99211 Office/outpatient visit est permanent
99212 Office/outpatient visit est permanent
99213 Office/outpatient visit est permanent
99214 Office/outpatient visit est permanent
99215 Office/outpatient visit est permanent
99221 Initial hospital care provisional
99222 Initial hospital care provisional
99223 Initial hospital care provisional




Short Description

Audio-Only?

Category

99231 Subsequent hospital care permanent
99232 Subsequent hospital care permanent
99233 Subsequent hospital care permanent
99234 Observ/hosp same date provisional
99235 Observ/hosp same date provisional
99236 Observ/hosp same date provisional
99238 Hospital discharge day provisional
99239 Hospital discharge day provisional
99281 Emergency dept visit provisional
99282 Emergency dept visit provisional
99283 Emergency dept visit provisional
99284 Emergency dept visit provisional
99285 Emergency dept visit provisional
99291 Critical care first hour provisional
99292 Critical care addl 30 min provisional
99304 Nursing facility care init provisional
99305 Nursing facility care init provisional
99306 Nursing facility care init provisional
99307 Nursing fac care subseq permanent
99308 Nursing fac care subseq permanent
99309 Nursing fac care subseq permanent
99310 Nursing fac care subseq permanent
99315 Nursing fac discharge day provisional
99316 Nursing fac discharge day provisional
99341 Home visit new patient provisional
99342 Home visit new patient provisional
99344 Home visit new patient provisional
99345 Home visit new patient provisional
99347 Home visit est patient permanent
99348 Home visit est patient permanent
99349 Home visit est patient provisional
99350 Home visit est patient provisional
99406 Behav chng smoking 3-10 min Yes permanent
99407 Behav chng smoking > 10 min Yes permanent
99441 Phone e/m phys/ghp 5-10 min Yes provisional
99442 Phone e/m phys/ghp 11-20 min Yes provisional
99443 Phone e/m phys/ghp 21-30 min Yes provisional
99468 Neonate crit care initial provisional
99469 Neonate crit care subsq provisional
99471 Ped critical care initial provisional
99472 Ped critical care subsq provisional
99473 Self-meas bp pt educaj/train provisional
99475 Ped crit care age 2-5 init provisional
99476 Ped crit care age 2-5 subsq provisional
99477 Init day hosp neonate care provisional
99478 Ic Ibw inf < 1500 gm subsq provisional
99479 Ic Ibw inf 1500-2500 g subsq provisional
99480 Ic inf pbw 2501-5000 g subsq provisional
99483 Assmt & care pln pt cog imp permanent
99495 Trans care mgmt 14 day disch permanent
99496 Trans care mgmt 7 day disch permanent
99497 Advncd care plan 30 min Yes permanent
99498 Advncd care plan addl 30 min Yes permanent
G0136 SDOH risk assessment, 5-15 min Yes permanent
G0108 Diab manage trn per indiv Yes permanent
G0109 Diab manage trn ind/group Yes permanent
G0270 Mnt subs tx for change dx Yes permanent
G0296 Visit to determ ldct elig Yes permanent




Short Description Audio-Only? | Category

G0316 Prolonged hospital inpatient or observation care permanent
Prolonged nursing facility evaluation and management
G0317 service permanent
G0318 Prolonged home or residence evaluation and management permanent
G0396 Alcohol/subs interv 15-30mn Yes permanent
G0397 Alcohol/subs interv >30 min Yes permanent
G0406 Inpt/tele follow up 15 Yes permanent
G0407 Inpt/tele follow up 25 Yes permanent
G0408 Inpt/tele follow up 35 Yes permanent
G0410 Grp psych partial hosp 45-50 provisional
G0420 Ed svc ckd ind per session Yes permanent
G0421 Ed svc ckd grp per session Yes permanent
G0422 Intens cardiac rehab w/exerc provisional
G0423 Intens cardiac rehab no exer provisional
G0425 Inpt/ed teleconsult30 Yes permanent
G0426 Inpt/ed teleconsult50 Yes permanent
G0427 Inpt/ed teleconsult70 Yes permanent
G0438 Ppps, initial visit Yes permanent
G0439 Ppps, subseq visit Yes permanent
G0442 Annual alcohol screen 15 min Yes permanent
G0443 Brief alcohol misuse counsel Yes permanent
G0444 Depression screen annual Yes permanent
G0445 High inten beh couns std 30m Yes permanent
G0446 Intens behave ther cardio dx Yes permanent
G0447 Behavior counsel obesity 15m Yes permanent
G0459 Telehealth inpt pharm mgmt Yes permanent
G0506 Comp asses care plan ccm svc Yes permanent
G0508 Crit care telehea consult 60 permanent
G0509 Crit care telehea consult 50 permanent
G0513 Prolong prev svcs, first 30m Yes permanent
G0514 Prolong prev svcs, addl 30m Yes permanent
G2086 Off base opioid tx 70min Yes permanent
G2087 Off base opioid tx, 60 m Yes permanent
G2088 Off base opioid tx, add30 Yes permanent
G2211 Complex E/M visit add on Yes permanent
G2212 Prolong outpt/office vis Yes permanent
G3002 Chronic pain tx monthly b permanent
G3003 Addition 15m pain mang permanent
G9685 Acute nursing facility care provisional

e. Implementation of Provisions of the CAA, 2023
(1) Overview and Background

The CAA, 2022 included several provisions that extend certain Medicare telehealth
flexibilities adopted during the COVID-19 PHE for 151 days after the end of the PHE.
Specifically, sections 301 through 305 of Division P, Title III, Subtitle A of the CAA, 2022
amended section 1834(m) of the Act to generally extend certain PHE-related telehealth policies
for services that were on the Medicare Telehealth Services List as of the date of enactment

(March 15, 2021). The CAA, 2022, temporarily removed restrictions on telehealth originating



sites for those services to allow telehealth services to patients located in any site in the United
States at the time of the telehealth service, including an individual's home; expanded the
definition of telehealth practitioners to include qualified occupational therapists, qualified
physical therapists, qualified speech-language pathologists, and qualified audiologists; continued
payment for telehealth services furnished by FQHCs and RHCs using the methodology
established for those telehealth services during the PHE; delayed the requirement for an in-
person visit with the physician or practitioner within 6 months prior to initiating mental health
telehealth services to a beneficiary in their home, and again at subsequent intervals as the
Secretary determines appropriate, as well as similar requirements for RHCs and FQHCs; and
continued to provide for payment of telehealth services included on the Medicare Telehealth
Services List as of the March 15, 2020, that are furnished via an audio-only telecommunications
system. A full discussion of these policies available in the CY 2023 PFS final rule at 87 FR
69462.

In addition, section 309 of the CAA, 2022 authorized the Secretary to implement the
amendments described above, made by sections 301 through 305, through program instruction or
otherwise. In the CY 2023 PFS final rule (87 FR 69446), we finalized specific telehealth
policies to conform to and align with amendments made by the CAA, 2022. In our CY 2023 PFS
final rule (87 FR 69462-69464), we described how CMS would issue program instructions to
implement specific requirements of the CAA, 2022. We also implemented the provisions enacted
in the CAA, 2022 for a 151-day extension period of certain telehealth flexibilities (discussed
previously in this final rule). On December 29, 2022, the President signed the CAA, 2023 into
law. Section 4113 of the CAA, 2023 further extends the previously-extended PHE-related
telehealth policies; it requires CMS to extend the telehealth flexibilities that were previously
extended (initially for 151 days after the end of the PHE) under the CAA, 2022, through

December 31, 2024.



We seek to address various telehealth policies that we finalized in the CY 2023 final rule,
in light of the CAA, 2023. For example, the 151-day extension period for certain flexibilities
discussed in our CY 2023 final rule (and previously in this final rule) no longer applies, since
section 4113 of the CAA, 2023 extends these flexibilities until December 31, 2024 (the extended
flexibilities include: temporary expansion of the scope of telehealth originating sites for services
furnished via telehealth to include any site in the United States where the beneficiary is located at
the time of the telehealth service, including an individual's home; expansion of the definition of
eligible telehealth practitioners to include qualified occupational therapists, qualified physical
therapists, qualified speech-language pathologists, and qualified audiologists; continued payment
for telehealth services furnished by FQHCs and RHCs using the methodology established for
those telehealth services during the PHE; delaying the requirement for an in-person visit with the
physician or practitioner within 6 months prior to initiating mental health telehealth services, and
again at subsequent intervals as the Secretary determines appropriate, as well as similar
requirements for RHCs and FQHCs; and continued coverage and payment of telehealth services
included on the Medicare Telehealth Services List as of March 15, 2020) until December 31,
2024. Both the CAA, 2022 and CAA, 2023 have the same operative effect on the scope of
Medicare telehealth services; both the CAA, 2022 and CAA, 2023 give the Secretary the
authority to implement the relevant telehealth provisions outside of notice and comment
rulemaking through program instruction or otherwise. We intend to implement the provisions
discussed above, as enacted by the CAA, 2023.

Similar to the goals of our telehealth policies addressed in last year's final rule, for CY
2024, we again seek to retain payment stability, reduce confusion, and burden, and conform to
all statutory requirements without unnecessary restrictions on beneficiaries’ access to telehealth
care. Our discussion here does not alter payment amounts or billing rules that are in effect as of
January 1, 2023, and those policies will remain in effect through December 31, 2024. Instead, it

is our intent in this final rule to clarify that certain telehealth flexibilities that were previously



extended until 151 days after the end of the PHE, by the CAA, 2022, have been extended until
December 31, 2024, in accordance with the amendments made by provisions of the CAA, 2023.
(2) In-person Requirements for Mental Health Telehealth

Section 4113(d)(1) of section FF, Title IV, Subtitle B of the CAA, 2023 amends section
1834(m)(7)(B)(1) of the Act to delay the requirement for an in-person visit with the physician or
practitioner within 6 months prior to the initial mental health telehealth service, and again at
subsequent intervals as the Secretary determines appropriate. In light of this amendment, the in-
person requirements for telehealth services furnished for purposes of diagnosis, evaluation, or
treatment of a mental health disorder will again be effective on January 1, 2025. In addition,
4113(d)(2) of section FF, Title IV, Subtitle B of the CAA, 2023 modified sections 1834(y) and
1834(0)(4) of the Act, respectively, to similarly delay in-person visit requirements for mental
health visits furnished by Rural Health Clinics and Federally Qualified Health Centers via
telecommunications technology. Therefore, we proposed to revise the regulatory text at
§ 410.78(b)(3)(xiv) and (b)(4)(iv)(D) to recognize the delay of the in-person requirements for
mental health visits furnished by RHCs and FQHCs through telecommunication technology
under Medicare until January 1, 2025, rather than until the 152" day after the end of the PHE, to
conform with the CAA, 2023. See section II1.B. of this final rule for our provision to implement
similar changes for RHC and FQHC mental health visits.

We received public comments on the proposal to delay in-person requirements for mental
health telehealth. The following is a summary of the comments we received and our responses.

Comment: Some commenters supported our proposals to extend the delay of in-person
requirements for mental health telehealth. We received many form letters in a coordinated
response from state health organizations that requested we make the delay permanent. Some

commenters highlighted that recent data suggest that even in complex patients with significant



behavioral health issues, virtual-only care does not result in worse outcomes. The feedback also
cited findings of significant behavioral healthcare workforce shortages that are likely to persist.’

Response: We thank commenters for the feedback. We understand why some
commenters might want us to extend the delay of in-person requirements for mental health
telehealth permanently, but we remind commenters that we are simply revising the regulations to
conform to the requirements in section 4113(d) of section FF, title IV, Subtitle B of the CAA,
2023, which only delays in-person requirements for telehealth services furnished for purposes of
diagnosis, evaluation, or treatment of a mental health disorder through the end of CY 2024.

Comment: Some commenters stated that CMS should implement the in-person
requirements when the delay mandated by the CAA, 2023 expires. One life sciences company
expressed concern that in absence of regular in-person care, practitioners may not appropriately
manage therapy regimens for patients who receive medication to treat certain mental health
conditions. A State-wide medical professional organization with a significant rural population
cautioned against further delay of requirements and noted concern that direct-to-consumer
telehealth entities may be engaging with beneficiaries in ways that raise concerns.® One
commenter stated that an indefinite delay of in-person requirements may risk communication
benefits that come with in-person interactions important in the Medicare population.’

Response: We thank commenters for the feedback, and we direct them to the statutory
requirements specified in the CAA, 2023 and described in further detail previously in this

section.

> Many commenters made general statements about shortages without specific studies or data. We did receive form
letter responses with various sources for statistic, and some with sources unavailable. CMS staff found the following
resource referenced in some comments, but at a different location. “In 2021, health centers employed 17,415 full-
time behavioral health staff, with psychiatrists and licensed clinical psychologists making up 10% of that workforce
at 5% each. Document at https.//www.nachc.org/wp-content/uploads/2023/07/Community-Health-Center-
Chartbook-2023-2021UDS.pdf.

® The commenter included a link to investigative journalism focused on the issue, available at
https://www.codastory.com/waronscience/pseudohealth/telehealth-companies-
misinformation/#:~:text=Bypassing%20traditional%20healthcare,your%20health%20itself.

7 The commenters referenced recent peer-reviewed literature available at
https.//journals.sagepub.com/doi/full/10.1177/10748407211031980.



We are finalizing as proposed our policy to delay in-person requirements for telehealth
behavioral health services until January 1, 2025.

We remind suppliers of behavioral health services who furnish telehealth services to
beneficiaries for purposes of diagnosis, treatment, and management of behavioral health
conditions (including SUD), that the in-person requirements for behavioral telehealth services set
forth in our regulations at § 410.78(b)(3)(xiv) are set to take effect beginning for CY 2025.
Section 410.78(b)(3)(xiv)(A) requires that the initial telehealth service shall be furnished only
after an in-person visit within 6 months of the initial telehealth service; § 410.78(b)(3)(xiv)(B)
requires that any subsequent telehealth service, that is, for established patients with both a prior
in-person visit, and an initial telehealth visit, must be furnished only when the beneficiary has
received an in-person service no longer than 12 months prior; and § 410.78(b)(3)(xiv)(B)
provides flexibility to recognize beneficiary preferences, including that concerns of privacy or
other burdens and risks may dictate a longer interval between the most recent in-person visit and
a subsequent telehealth visit, when circumstances dictate an exception, the documentation
substantiating the need for such an exception must be documented in the medical record; and
§ 410.78(b)(3)(xiv)(C) specifies that either in-person requirement (initial or subsequent) may be
met by another practitioner of the same specialty and subspecialty in the same group as the
practitioner that furnishes the telehealth services only when the practitioner who furnishes the
telehealth service is not available.

We reiterate rules that we finalized and discussed at length in previous rulemaking (87
FR 69463 and 69464; 86 FR 65055 through 65059), in response to some confusion expressed by
commenters on the scope of the in-person requirements, and divergent views on possible
unintended consequences of maintaining or eliminating the in-person requirements. The
regulations at § 410.78(b)(3)(xiv) describe two exceptions to the in-person requirements that will
go into effect on January 1, 2025: beneficiaries who already receive telehealth behavioral health

services and have circumstances where in-person care may not be appropriate would have an



exception and groups with limited availability for in-person behavioral health visits would have
available the flexibility to arrange for practitioners to furnish in-person and telehealth visits with
different practitioners, based on availability.

(3) Originating Site Requirements

Section 4113(a)(2) of the CAA, 2023 amended section 1834(m)(4)(C)(iii) of the Act to
temporarily expand the telehealth originating sites for any service on the Medicare Telehealth
Services List to include any site in the United States where the beneficiary is located at the time
of the telehealth service, including an individual's home, beginning on the first day after the end
of the PHE for COVID-19 through December 31, 2024. The list of telehealth originating sites
remains as listed in our regulation at § 410.78(b)(3).

We received public comments on the proposal to temporarily expand telehealth
originating sites to include the patient’s home, for any non-mental health telehealth service on
the Medicare Telehealth Services List through December 31, 2024. The following is a summary
of the comments we received and our responses.

Comment. Commenters urged CMS to maintain the definition of “the patient’s home”
under §410.78(b)(3) to broadly include homeless shelters, group homes, or other settings that the
beneficiary identifies as their home or residence, whether permanent or temporary.

Response: As discussed in the CY 2022 PFS final rule (FR 86 65059), our definition of
home, both in general and for this purpose, continues to include temporary lodging such as hotels
and homeless shelters. As stated in that final rule, for circumstances where the patient, for
privacy or other personal reasons, chooses to travel a short distance from the exact home location
during a telehealth service, the service is still considered to be furnished “in the home of an
individual” for purposes of section 1834(m)(4)(C)(i1)(X) of the Act.

Comment:. We received many comments that requested CMS clarify policies related to,
but separate from, our originating site proposals. Commenters expressed concerns regarding the

expiring flexibility for telehealth practitioners to use their currently enrolled location instead of



their home address when providing services from their home. CMS issued an FAQ, available at
https://www.cms.gov/files/document/physicians-and-other-clinicians-cms-flexibilities-fight-
covid-19.pdf, which extended the flexibility through December 31, 2023. We also met with a
coalition of interested parties to receive feedback on this particular issue, during the comment
period. The interested parties suggested that expiration of this flexibility poses a potential and
imminent threat to public safety (that is, the safety of the health care workforce). In these
comments and our meeting with the coalition, interested parties voiced concerns about the safety
and privacy of health professionals who work from home and furnish telehealth services.
Commenters requested that CMS take steps to protect telehealth practitioners by adjusting
enrollment requirements so that individual practitioners did not have to list their home addresses
on enrollment forms. The commenters also cited recent examples of workplace violence in health
care facilities, where direct harm to nurses and other medical staff occurred. As an additional
consideration, interested parties explained that a significant number of practices and providers
would need to change billing practices or add their home address to the Medicare enrollment file,
coordinating with the appropriate Medicare Administrative Contractor in their jurisdiction.

Response: We thank commenters for bringing this issue to our attention. Through CY
2024, we will continue to permit the distant site practitioner to use their currently enrolled
practice location instead of their home address when providing telehealth services from their
home. We will also consider this issue further for future rulemaking and request that interested
parties provide clear examples of how the enrollment process shows material privacy risks to
inform future enrollment and payment policy development. We request further information from
interested parties to better understand the scope of considerations involved with including a
practitioner’s home address as an enrolled practice location when that address is the distant site
location where they furnish Medicare telehealth services

(4) Telehealth Practitioners



Section 4113(b) of the CAA, 2023 amends section 1834(m)(4)(E) of the Act to require
that qualified occupational therapists, qualified physical therapists, qualified speech-language
pathologists, and qualified audiologists continue to be included as telehealth practitioners
beginning on the first day after the end of the PHE for COVID-19 through December 31, 2024.
Therefore, the list of telehealth practitioners remains as described in our CY 2023 final rule. We
will also recognize marriage and family therapists (MFT) and mental health counselors (MHC)
as telehealth practitioners, effective January 1, 2024, in accordance with amendments made by
section 4121 of the CAA, 2023. That section of the CAA, 2023 amends section 1861(s)(2) of the
Act by adding a new subparagraph (II) that establishes a new benefit category under Part B for
marriage and family therapist services (as defined in section 1861(111)(1)) of the Act and mental
health counselor services (as defined in section 1861(111)(3) of the Act). Further, section
4121(a)(5) of the CAA, 2023 amended section 1842(b)(18)(C) of the Act to add MFTs and
MHC:s to the list of practitioners to whom Medicare payment may be made for their services on a
reasonable charge or fee schedule basis only on an assignment-related basis. Because the
definition of practitioners in section 1834(m)(4)(E) of the Act for purposes of Medicare
telehealth services includes the practitioners described in section 1842(b)(18)(C) of the Act, this
provision also has the effect of adding MFTs and MHCs as practitioners who can furnish
telehealth services.

We proposed to amend § 410.78(b)(2) to add new paragraphs (xi) and (xii) to specify that
a marriage and family therapist as described in proposed § 410.53 and a mental health counselor
as described in proposed § 410.54 are included as distant site practitioners for purposes of
furnishing telehealth services.

We received public comments on the proposal to permanently add MFTs and MHCs as
distant site practitioners for purposes of furnishing telehealth services. The following is a
summary of the comments we received and our responses.

Comment: Commenters expressed support for our proposals.



Response: After consideration of public comments, we are finalizing our proposal to add
MFTs and MHC:s as distant site practitioners for purposes of furnishing telehealth services. We
are finalizing our proposed amendments to add MFTs and MHC:s to the list of distant site
practitioners in the telehealth regulation at § 410.78(b)(2)(x1),(xi1).
(5) Audio-Only Services

Section 4113(e) of Division FF, Title IV, Subtitle C of the CAA, 2023 amends section
1834(m)(9) of the Act to require that the Secretary shall continue to provide for coverage and
payment of telehealth services via an audio-only communications system during the period
beginning on the first day after the end of such emergency period and ending on December 31,
2024. This provision applies only to telehealth services specified on the Medicare Telehealth
Services List under section 1834(m)(4)(F)(i) of the Act that are permitted to be furnished via
audio-only technology as of the date of enactment of the CAA, 2023 (that is, December 29,
2022).

As discussed below in the section titled "Other Clarifications for Appropriate Billing,"
CPT codes 99441 through 99443 are on the Medicare Telehealth Services List and will remain
actively priced through 2024. We proposed to continue to assign an active payment status to CPT
codes 98966 through 98968 for CY 2024.
e. Place of Service for Medicare Telehealth Services

When a physician or practitioner submits a claim for their professional services,
including claims for telehealth services, they include a Place of Service (POS) code that is used
to determine whether a service is paid using the facility or non-facility rate. Under the PFS, there
are two payment rates for many physicians’ services: the facility rate, which applies when the
service is furnished in hospital or skilled nursing facility (SNF) setting, and the non-facility rate,
which applies when the service is furnished in an office or other setting. The PFS non-facility
rate is the single geographically adjusted fee schedule amount paid to a physician or other

practitioner for services furnished in their office or other non-facility outpatient setting. The PFS



facility rate is the single, geographically adjusted amount paid to a physician or other practitioner
when a service is furnished in a hospital or SNF setting where Medicare is making a separate
payment for the services to the facility in addition to the payment to the billing physician or
practitioner for their professional services. This separate payment to the facility (hospital or
SNF), often referred to as a “facility fee,” is made under other payment systems and reflects the
facility’s costs associated with the service (clinical staff, supplies, equipment, overhead) and is
paid in addition to what is paid to the professional under the PFS.

Prior to CY 2017, Medicare telehealth services were reported using the GT modifier. In
the CY 2017 PFS final rule, we finalized creation of a new Place of Service (POS) code to
identify services furnished as Medicare telehealth services, POS “02” (81 FR 80199-80201). In
the CY 2022 PFS final rule, we created a new POS code “10” to identify Medicare telehealth
services for which the patient’s home is the originating site (87 FR 70110 and 70111).

In response to the PHE for COVID-19, we adopted temporary policies for POS codes and
PFS payment rates applicable to Medicare telehealth services. As discussed in the March 31,
2020 IFC, (85 FR 19230), we stated that, as physician practices suddenly transitioned a
potentially significant portion of their services from in-person to telehealth visits in the context
of the PHE for COVID-19, the relative resource costs of furnishing these services via telehealth
may not significantly differ from the resource costs involved when these services are furnished
in-person. Therefore, we instructed physicians and practitioners who billed for Medicare
telehealth services to report the POS code that they would have reported had the service been
furnished in-person. This would allow our systems to make appropriate payment for services
furnished via Medicare telehealth, which, if not for the PHE for COVID-19, would have been
furnished in-person, at the same rate they would have been paid if the services were furnished in-
person. In order to effectuate this change, we finalized on an interim basis (85 FR 19233) the use
of the CPT telehealth modifier, modifier “95”, for the duration of the PHE for COVID-19, which

is applied to claim lines that describe services furnished via telehealth; and that the practitioner



should report the POS code where the service would have occurred had it not been furnished via
telehealth. This allowed telehealth services to be paid at the PFS non-facility rate.

We further noted that we were maintaining the facility payment rate for services billed
using the general telehealth POS code “02”, should practitioners choose to maintain their current
billing practices for Medicare telehealth during the PHE for COVID-19. In the CY 2023 PFS
final rule (87 FR 69467), we finalized that we would continue to maintain payment at the rate for
a service had the service been furnished in person, and that this would allow payments to
continue to be made at the non-facility based rate for Medicare telehealth services through the
latter of the end of CY 2023 or the end of the calendar year in which the PHE ends.

In the CY 2023 PFS final rule (87 FR 69467), we finalized that, following the end of the
end of the calendar year in which the PHE ends, practitioners will no longer bill claims with
Modifier ‘95° along with the POS code that would have applied had the service been furnished in
person, and telehealth claims will instead be billed with the POS indicators:

e POS "02" - is redefined as Telehealth Provided Other than in Patient’s Home
(Descriptor: The location where health services and health related services are provided or
received, through telecommunication technology. Patient is not located in their home when
receiving health services or health related services through telecommunication technology.); and

e POS “10” - Telehealth Provided in Patient’s Home (Descriptor: The location where
health services and health related services are provided or received through telecommunication
technology. Patient is located in their home (which is a location other than a hospital or other
facility where the patient receives care in a private residence) when receiving health services or
health related services through telecommunication technology.).

We recognize that, beginning with the PHE for COVID-19, behavioral health services
that otherwise would have been furnished in-person have been furnished via telehealth in the
patient’s home. With few exceptions, prior to the PHE for COVID-19, originating sites were

limited to sites such as physician’s offices and hospitals. Now that behavioral health telehealth



services may be furnished in a patient’s home, which now may serve as an originating site, we
believe these behavioral health services are most accurately valued the way they would have
been valued without the use of telecommunications technology, namely in an office setting.
There was an increase in utilization of these mental health services during the PHE that has
persisted throughout and after expiration of the PHE for COVID-19. It appears that practice
patterns for many mental health practitioners have evolved, and they are now seeing patients in
office settings, as well as via telehealth. As a result, these practitioners continue to maintain their
office presence even as a significant proportion of their practice’s utilization may be comprised
of telehealth visits. As such, we stated that we believe their practice expense (PE) costs are more
accurately reflected by the non-facility rate.

Therefore, we proposed that, beginning in CY 2024, claims billed with POS 10
(Telehealth Provided in Patient's Home) would be paid at the non-facility PFS rate. When
considering certain practice situations (such as in behavioral health settings, where practitioners
have been seeing greater numbers of patients via telehealth), practitioners will typically need to
maintain both an in-person practice setting and a robust telehealth setting. We expect that these
practitioners will be functionally maintaining all of their PEs, while furnishing services via
telehealth. When valuing services, we believe that there are few differences in PE when
behavioral health services are furnished to a patient at home via telehealth as opposed to services
furnished in-person (that is, behavioral health settings require few supplies relative to other
healthcare services). Claims billed with POS 02 (Telehealth Provided Other than in Patient's
Home) will continue to be paid at the PFS facility rate beginning on January 1, 2024, as we
believe those services will be furnished in originating sites that were typical prior to the PHE for
COVID-19, and we continue to believe that, as discussed in the CY 2017 PFS final rule (81 FR
80199 through 80201), the facility rate more accurately reflects the PE of these telehealth
services; this applies to non-home originating sites such as physician’s offices and hospitals. In

this way, we believe we would be protecting access to mental health and other telehealth services



by aligning with telehealth-related flexibilities that were extended via the CAA, 2023, as we will
be more accurately recognizing the resource costs of behavioral health providers, given shifting
practice models.

We received public comments on the proposal that claims billed with POS 10 be paid at
the non-facility PFS rate, and claims billed with POS 02 will continue to be paid at the facility
rate. The following is a summary of the comments we received and our responses.

Comment. Many commenters stated that our proposal would enhance patient access and
protect payment parity. Other commenters supported paying claims billed with POS 10 at the
non-facility rate but opposed maintaining payment for claims billed with POS 02 at the facility
rate, stating that this will reduce access to telehealth services by disincentivizing office-based
practices by paying a lower PE RVU in instances where there is a site of service differential. A
few commenters opposed paying the non-facility rate for any telehealth service, stating that the
facility rate more accurately reflects the resource-based costs of telehealth services. Some
commenters urged us to continue allowing practitioners to report the POS code that they would
have used had the service been furnished in person. One commenter urged us to gather more data
on the PE resource costs associated with telehealth services for a range of services before paying
the higher, non-facility rate; this commenter stated that if rates for telehealth services continue to
be set equal to rates for in-office services, providers may face a strong financial incentive to
favor these services over comparable in-person services, even when an in-person service may be
more clinically appropriate. A commenter requested that CMS wait until the potential
implementation of the telemedicine codes that CPT is considering for 2025 until revising the
current place of service policy for telehealth services.

Response: Telehealth services that are not furnished in the patient's home will continue
to be furnished in the same types of originating sites in which they were furnished prior to the
PHE, such as hospitals or rural health clinics; therefore, the resource costs associated with these

services will resemble those of services furnished in person in a facility setting as they did prior



to the PHE. As discussed in the 2017 final rule (81 FR 80199 -80200), for telehealth services, we
believe that facility costs (clinical staff, supplies, and equipment) associated with furnishing the
service would generally be incurred by the originating site, where the patient is located, and not
by the practitioner at the distant site. The statute requires Medicare to pay a fee to the site that
hosts the patient. This is analogous to the circumstances under which the facility PE RVUs are
used to pay for services under the PFS. That is why we believe that the facility PE RVUs most
accurately reflect the resource costs for telehealth services when the home is not the originating
site. We note that beginning in 2025, most telehealth services will once again be subject to the
statutory restrictions under section 1834(m)(4), including the limitation on payment for
telehealth services to those furnished in specified originating sites and in areas that are
designated as a rural health professional shortage area or in a county that is not included in a
Metropolitan Statistical Area and to sites that are certain medical facilities such as physician
offices, hospitals, and skilled nursing facilities. Following 2024, mental health telehealth
services, as previously noted, as well as certain other services including End-Stage Renal
Disease (ESRD)-related services for home dialysis, will continue to be paid when furnished in
the patient’s home without geographic restrictions. They will more likely be furnished by office-
based mental health practitioners. Practitioners furnishing mental health services via telehealth
will more typically be practicing in non-facility based settings, rather than in facility settings that
are associated with originating sites that were eligible originating sites prior to the addition of the
home as an originating site, and they are therefore more likely to have office-based practices and
so are incurring all of those resource costs. Beginning in 2025, in-person visit requirements will
apply for mental health services furnished via telehealth. This includes a required in-person visit
within the six months prior to the initial telehealth treatment as well as the requirement that
subsequent in-person visits be furnished at least every 12 months. Therefore, mental health
practitioners necessarily will be maintaining offices as they will be required to have in-person

visits, and we believe they will be incurring the PE costs of maintaining these hybrid models. We



also note that claims data indicate that during the PHE, the majority of mental health services
that were furnished via telehealth were billed with the POS associated with the office setting. We
believe that for mental health services furnished via telehealth, resource costs will be incurred by
the distant site provider, where the practitioner is located, and not by the originating site, unlike
other telehealth services for which we believe the resource costs will continue to be incurred by
the originating site, where the patient is located, and not by the practitioner at the distant site.
Therefore, we continue to believe that paying for claims billed with POS 10 at the non-facility
rate while continuing to pay for claims billed with POS 02 at the facility rate most accurately
captures the resource costs inherent in these types of telehealth visits.

Comment. A commenter requested that CMS clarify that CMS will pay the PFS non-
facility rate for any service appended with POS 10, not just mental health services.

Response: We clarify that any service appropriately billed with POS 10 will be paid at
the non-facility rate.

Comment: A few commenters requested that CMS clarify the appropriate billing and
payment for telehealth services when the clinician is in the hospital and the patient is in the
home, and whether we require that facility-based clinicians should report POS 02.

Response: We wish to clarify that for telehealth services, when the clinician is in the
hospital and the patient is in the home, the billing practitioner should use a hospital POS code
along with modifier ’95.

Comment: Some commenters requested that CMS confirm that all outpatient therapy
telehealth services will continue to be paid at the non-facility rate regardless of the POS code,
citing manual language in Chapter 12 Section 20.4.2 that states: "Non-facility rates are
applicable to outpatient rehabilitative therapy procedures, including those relating to physical
therapy, occupational therapy and speech-language pathology, regardless of whether they are

furnished in facility or non-facility settings."



Response: We wish to clarify that, for outpatient therapy services furnished via telehealth
by PT, OT, or SLP distant site practitioners, the furnishing practitioner should continue to
append the 95 modifier to identify them as telehealth services rather than a telehealth POS code.
We also note that payment will continue to be made for telehealth services furnished by distant
site PTs, OTs, or SLPs through the end of CY 2024, and that these services will continue to be
paid the non-facility rate.

Comment. Some commenters expressed uncertainty about whether use of POS 10 would
be appropriate when furnishing telehealth services to beneficiaries located in their homes for
reasonable and necessary care related to the treatment of an injury or illness for something not
related to the diagnosis, treatment, or management of an ongoing behavioral health, mental
health, or SUD issue.

Response: After consideration of public comments, we are finalizing as proposed that
beginning in CY 2024, claims for telehealth services billed with POS 10 will be paid at the non-
facility PFS rate. Claims billed with POS 02 will continue to be paid at the facility rate. In
addition, we are clarifying that modifier '95' should be used when the clinician is in the hospital
and the patient is in the home, as well as for outpatient therapy services furnished via telehealth
by PT, OT, or SLP.

f. Frequency Limitations on Medicare Telehealth Subsequent Care Services in Inpatient and
Nursing Facility Settings, and Critical Care Consultations

When adding some services to the Medicare Telehealth Services List in the past, we have
included certain restrictions on how frequently a service may be furnished via Medicare
telehealth. These limitations include a limit of once every 3 days for subsequent inpatient visits,
added in in the CY 2011 PFS final rule (75 FR 73317 through 73318), and once every 14 days for
subsequent nursing facility (NF) visits, added in the CY 2016 final rule (80 FR 71062) furnished
via Medicare telehealth and a limit of once per day for critical care consultation services; in

establishing these limits, we cited concerns regarding the potential acuity of these patients. End-



stage renal disease (ESRD)-related clinical assessments may be furnished via telehealth, subject
to the frequency limitations in section 1881(b)(3)(B) of the Act, which provides that patients
must receive a face-to-face visit, without the use of telehealth, at least monthly in the case of the
initial 3 months of home dialysis and at least once every 3 consecutive months after the initial 3
months.

In the March 31, 2020 COVID-19 IFC (85 FR 19241), we stated that as it was our
assessment that there was a patient population who would otherwise not have had access to
clinically appropriate in-person treatment, and we did not believe these frequency limitations
were appropriate or necessary under the circumstances of the PHE. Therefore, we removed the
frequency restrictions for certain subsequent inpatient visits, subsequent NF visits, and for
critical care consultations furnished via Medicare telehealth for the duration the PHE for
COVID-19. The frequency limitations resumed effect beginning on May 12, 2023, (upon
expiration of the PHE), in accordance with the March 31, 2020 IFC. However, we stated that,
pursuant to waiver authority added under section 1135(b)(8) of the Act by the Coronavirus
Preparedness and Response Supplemental Appropriations Act, 20208, we were exercising
enforcement discretion and will not consider these frequency limitations through December 31,
2023; and that we anticipated considering our policy further through our rulemaking process. As
discussed below, we proposed once again remove these telehealth frequency limitations
beginning CY 2024. We proposed to remove the telehealth frequency limitations for the
following codes:

1. Subsequent Inpatient Visit CPT Codes:

® 99231 (Subsequent hospital inpatient or observation care, per day, for the evaluation
and management of a patient, which requires a medically appropriate history and/or
examination and straightforward or low level of medical decision making. when using total time

on the date of the encounter for code selection, 25 minutes must be met or exceeded.);

8 hitps://www.cms.gov/files/document/physicians-and-other-clinicians-cms-flexibilities-fight-covid-19.pdf.



® 99232 (Subsequent hospital inpatient or observation care, per day, for the evaluation
and management of a patient, which requires a medically appropriate history and/or
examination and moderate level of medical decision making. when using total time on the date of
the encounter for code selection, 35 minutes must be met or exceeded.); and

® 99233 (Subsequent hospital inpatient or observation care, per day, for the evaluation
and management of a patient, which requires a medically appropriate history and/or
examination and high level of medical decision making. when using total time on the date of the
encounter for code selection, 50 minutes must be met or exceeded.)
2. Subsequent Nursing Facility Visit CPT Codes:

® 99307 (Subsequent nursing facility care, per day, for the evaluation and management
of a patient, which requires a medically appropriate history and/or examination and
straightforward medical decision making. when using total time on the date of the encounter for
code selection, 10 minutes must be met or exceeded.);

® 99308 (Subsequent nursing facility care, per day, for the evaluation and management
of a patient, which requires a medically appropriate history and/or examination and low level of
medical decision making. when using total time on the date of the encounter for code selection,
15 minutes must be met or exceeded.);

® 99309 (Subsequent nursing facility care, per day, for the evaluation and management
of a patient, which requires a medically appropriate history and/or examination and moderate
level of medical decision making. when using total time on the date of the encounter for code
selection, 30 minutes must be met or exceeded.); and

® 99310 (Subsequent nursing facility care, per day, for the evaluation and management
of a patient, which requires a medically appropriate history and/or examination and high level
of medical decision making. when using total time on the date of the encounter for code
selection, 45 minutes must be met or exceeded.)

3. Critical Care Consultation Services: HCPCS Codes



o G0508 (Telehealth consultation, critical care, initial, physicians typically spend 60
minutes communicating with the patient and providers via telehealth.); and

o G0509 (Telehealth consultation, critical care, subsequent, physicians typically spend
50 minutes communicating with the patient and providers via telehealth.)

We proposed to remove the frequency limitations for these codes for the duration of CY
2024, which aligns with other telehealth-related flexibilities extended by the CAA, 2023. CMS is
broadly assessing our telehealth regulations, in light of the way practice patterns may have
changed in the roughly 3 years of the PHE for COVID-19 and, while we engage in this
assessment, we believe it is reasonable to pause certain pre-pandemic restrictions, such as these
frequency limitations, to allow us to gather more information. We are seeking information from
interested parties on how practitioners have been ensuring that Medicare beneficiaries receive
subsequent inpatient and nursing facility visits, as well as critical care consultation services since
the expiration of the PHE.

We received public comments on our proposals to remove frequency limitations for
Medicare Telehealth Subsequent Care Services in Nursing Facility Settings, Subsequent Nursing
Facility Visit, and Critical Care Consultations. The following is a summary of the comments we
received and our responses.

Comment. Many commenters supported our proposal to remove frequency limitations
for 2024 for Medicare Telehealth Subsequent Care Services in Nursing Facility Settings,
Subsequent Nursing Facility Visit, and Critical Care Consultations, stating that these frequency
limitations are arbitrary and would result in decreased access to care, potentially leading to
negative clinical outcomes. Some commenters urged us to remove these limits permanently;
according to one such commenter, practitioners should be allowed to use their clinical judgment
to determine the type of visit, how many visits, and the type of treatment that is the best fit for
the patient so long as the standard of care is met. A commenter stated that the lifting these

limitations during the PHE has been instructive and demonstrates the value of continuing such



flexibilities. Another commenter stated that removing frequency limitations helps practitioners
keep patients in SNFs from being unnecessarily evaluated in Emergency Departments and
prevents readmissions. In response to our concerns regarding patient safety and program
integrity, a commenter urged the agency to closely monitor utilization patterns to determine
whether the elimination of these limitations leads to an increase in inappropriate utilization. A
few commenters did not support this proposal, stating that continuing to waive these limitations
without any guardrails will compromise patient safety, as they do not believe that it is best
practice for patients in acute care settings (unless such settings are in rural or underserved areas)
to be treated daily via non-face-to-face telehealth visits/consultations in lieu of in-person visits.
Similarly, another commenter stated that telehealth patient assessments and evaluations are never
the same as in-person, hands on visits and should not be considered a viable replacement with no
limitations for in-person care.

Response: We believe that continuing to suspend these frequency limitations on a
temporary basis for CY 2024 will allow us more time to continue to evaluate patient safety while
preserving access in a way that is not disruptive to practice patterns that were established during
the PHE. We look forward to evaluating the information received in response to this comment
solicitation, as well as utilization data and other data as we consider the most appropriate way to
balance patient safety concerns with the interest of supporting healthcare access. We expect to
address in future rulemaking.

Comment: A commenter stated that we should exercise enforcement discretion for
telehealth frequency limitations for home dialysis clinical assessment while gathering
information and evaluating changing practice patterns. The commenter noted that, without
explanation, CMS is again not extending the enforcement discretion to ESRD clinical
assessments, even though there has similarly been a change in practice patterns for nephrologists

during the PHE.



Response: We appreciate the commenters’ concern; however, outside of the
circumstances of the PHE for COVID-19, we are continuing to enforce the statutory requirement
for in-person visits associated with ESRD-related clinical assessments as established at section
1881(b)(3)(B) of the Act which requires that an individual determined to have end stage renal
disease receiving home dialysis receive a face-to-face visit, without the use of telehealth, at least
monthly in the case of the initial 3 months of home dialysis and at least once every 3 consecutive
months after the initial 3months

After consideration of public comments, we are finalizing as proposed our proposal for
CY 2024 to continue the removal of Medicare telehealth services frequency limitations for
Subsequent Inpatient Visit, Subsequent Nursing Facility Visit, and Critical Care Consultation
Services.

2. Other Non-Face-to-Face Services Involving Communications Technology under the PFS
a. Direct Supervision via Use of Two-way Audio/Video Communications Technology

Under Medicare Part B, certain types of services, including diagnostic tests, services
incident to physicians’ or practitioners’ professional services, and other services, are required to
be furnished under specific minimum levels of supervision by a physician or practitioner. For
most services furnished by auxiliary personnel incident to the services of the billing physician or
practitioner (see § 410.26) and many diagnostic tests (see § 410.32), direct supervision is
required. Additionally, for pulmonary rehabilitation services (see § 410.47) and for cardiac
rehabilitation and intensive cardiac rehabilitation services (see § 410.49), direct supervision by a
physician, PA, NP, or CNS is required (see also § 410.27(a)(1)(iv)(B)(/) for hospital outpatient
services). Outside the circumstances of the PHE, direct supervision requires the immediate
availability of the supervising physician or other practitioner, but the professional need not be
present in the same room during the service. We have established this “immediate availability”
requirement to mean in-person, physical, not virtual, availability (please see the April 6, 2020

IFC (85 FR 19245) and the CY 2022 PFS final rule (86 FR 65062)). Through the March 31,



2020 COVID-19 IFC, we changed the definition of “direct supervision” during the PHE for
COVID-19 (85 FR 19245 through 19246) as it pertains to supervision of diagnostic tests,
physicians' services, and some hospital outpatient services, to allow the supervising professional
to be immediately available through virtual presence using two-way, real-time audio/video
technology, instead of requiring their physical presence. In the CY 2021 PFS final rule (85 FR
84538 through 84540), we finalized continuation of this policy through the later of the end of the
calendar year in which the PHE for COVID-19 ends or December 31, 2021. In the March 31,
2020 IFC (85 FR 19246) and in our CY 2022 PFS final rule (see 85 FR 65063), we also noted
that the temporary exception to allow immediate availability for direct supervision through
virtual presence facilitates the provision of Medicare telehealth services by clinical staff of
physicians and other practitioners’ incident to their own professional services. This is especially
relevant for services such as physical therapy, occupational therapy, and speech language
pathology services, since those practitioners were previously only able to bill Medicare for
telehealth services under Medicare telehealth waivers that were effective during the PHE for
COVID-19 (based on the emergency waiver authority established in section 1135(b)(8) of the
Act), until the CAA, 2023 extended the time period during which these practitioners could bill
for Medicare telehealth services through December 31, 2024. We noted that sections
1834(m)(4)(D) and (E) of the Act specify the types of clinicians who may furnish and bill for
Medicare telehealth services. After December 31, 2024, the types of clinicians who may furnish
and bill for Medicare telehealth services include only physicians as defined in section 1861(r) of
the Act and practitioners described in section 1842(b)(18)(C) of the Act. We note that this will
include mental health counselors (MHCs) and marriage and family therapists (MFTs) beginning
January 1, 2024.

We noted in the CY 2021 PFS final rule (85 FR 84539) that, to the extent our policy
allows direct supervision through virtual presence using audio/video real-time communications

technology, the requirement could be met by the supervising physician (or other practitioner)



being immediately available to engage via audio/video technology (excluding audio-only), and
would not require real-time presence or observation of the service via interactive audio and video
technology throughout the performance of the procedure; this was the case during the PHE, and
will continue to be the case following the PHE. Under current policy as described in the CY
2021 final rule (85 FR 84539 and 84540, after December 31, 2023, the pre-PHE rules for direct
supervision at § 410.32(b)(3)(i1) would apply. As noted in the CY 2022 PFS final rule (86 FR
65062), this means the temporary exception allowing immediate availability for direct
supervision through virtual presence, which facilitates the provision of telehealth services by
clinical staff of physicians and other practitioners incident to their professional services, will no
longer apply after CY 2023.

We are concerned about an abrupt transition to our pre-PHE policy that defines direct
supervision under § 410.32(b)(3)(ii) to require the physical presence of the supervising
practitioner beginning after December 31, 2023, given that practitioners have established new
patterns of practice during the PHE for COVID-19. In the absence of evidence that patient safety
is compromised by virtual direct supervision, we believe that an immediate reversion to the pre-
PHE definition of direct supervision would prohibit virtual direct supervision, which may present
a barrier to access to many services, such as those furnished incident-to a physician’s service. We
believe physicians and practitioners will need time to reorganize their practice patterns
established during the PHE to reimplement the pre-PHE approach to direct supervision without
the use of audio/video technology. Recognizing these concerns, we proposed to continue to
define direct supervision to permit the presence and “immediate availability” of the supervising
practitioner through real-time audio and visual interactive telecommunications through
December 31, 2024. We believe that extending this definition of direct supervision through
December 31, 2024 would align the timeframe of this policy with many of the previously
discussed PHE-related telehealth policies that were extended under provisions of the CAA, 2023.

We proposed to revise the regulatory text at § 410.32(b)(3)(ii) to state that, through December



31, 2024, the presence of the physician (or other practitioner) includes virtual presence through
audio/video real-time communications technology (excluding audio-only).

We believe this additional time will allow us further opportunity to collect information
through the coming year as we consider an appropriate more permanent approach to direct
supervision policy following the PHE for COVID-19. We solicited comment on whether we
should consider extending the definition of direct supervision to permit virtual presence beyond
December 31, 2024. Specifically, we stated that we were interested in input from interested
parties on potential patient safety or quality concerns when direct supervision occurs virtually;
for instance, if virtual direct supervision of certain types of services is more or less likely to
present patient safety concerns, or if this flexibility would be more appropriate for certain types
of services, or when certain types of auxiliary personnel are performing the supervised service.
We were also interested in potential program integrity concerns such as overutilization or fraud
and abuse that interested parties may have regarding this policy.

In the proposed rule, we noted that one potential approach to direct supervision which we
could consider for future rulemaking, could be to extend or permanently establish this virtual
presence flexibility for services that are valued under the PFS based on the presumption that they
are nearly always performed in entirety by auxiliary personnel. Such services would include any
service wholly furnished incident to a physician or practitioner’s professional service, as well as
the Level I office or other outpatient evaluation and management visit for established patients
and the Level I Emergency Department visit. Allowing virtual presence for direct supervision of
these services may balance patient safety concerns with the interest of supporting access and
preserving workforce capacity for medical professionals while considering potential quality and
program integrity concerns. We solicited comment on this potential approach for CY 2025, as
well as any other approaches by which direct supervision could occur virtually that would both
protect patient access and safety, as well as quality of care and program integrity concerns

following CY 2024.



We received public comments on our proposals to extend the flexibilities for virtual
direct supervision. The following is a summary of the comments we received and our responses.

Comment: Many commenters supported our proposal to continue to define ‘immediate
availability’ to include availability through virtual means, stating that it will benefit healthcare
providers while greatly enhancing patient access to quality care, particularly in underserved
areas. Many stated that removing overly restrictive supervision requirements will help practices
free up personnel to ensure more Americans have timely access to care. A commenter stated that
there has been no evidence that this type of direct supervision has caused patient safety or quality
concerns, and that virtual supervision makes workflows more efficient by freeing up
practitioners’ time. A commenter submitted data that they say indicates no clinically meaningful
statistical difference in patient outcomes for virtual direct supervision as compared to direct
supervision. Some commenters stated that we should extend this flexibility permanently; one
such commenter stated that failure to allow supervision via interactive telecommunications could
mean that a patient would be unable to receive the service at all, rather than forcing in-person
supervision to occur. The commenter stated that both patients and CMS rely on physicians’
professional judgment to determine the most appropriate services to deliver; the same principle
should apply to how supervision is provided. Another commenter encouraged CMS to consider
permanently permitting the use of remote direct supervision for Level 2 diagnostic tests, and that,
absent a permanent change, CMS should consider extending current flexibilities through at least
2025. Some commenters stated that the "immediate availability" requirement should be defined
as including virtual means permanently for Intensive Cardiac Rehabilitation (ICR) and cardiac
rehab (CR) services, as well as for pulmonary rehabilitation (PR) stating that evidence from the
PHE demonstrated that virtual supervision is safe and effective for the delivery of these services.
Many commenters noted the importance of this flexibility in protecting access specifically for
ICR, CR, and PR services. One such commenter submitted studies that the commenter says

demonstrates the effectiveness and safety of virtual CR and PR services as well as that virtual



and hybrid delivery of CR and PR services provided by staff are safe, improve health outcomes
and adherence, and address barriers to access. Some commenters stated that this should be
permanently established for external counterpulsation (ECP) therapy (HCPCS code G0166). One
such commenter stated that as this is a service that is entirely provided by auxiliary personnel
that it would be consistent with our suggested approach included in our comment solicitation as
discussed above. A commenter submitted information on the clinical benefits of ECP and argued
that ECP is underutilized and that the in-person direct supervision requirement presents an access
barrier. Some commenters specified that this should be established permanently for mental
health and substance use disorder related services. In response to our patient safety concerns, a
commenter stated that if CMS were to extend this policy permanently, it should be limited to
circumstances where the billing practitioner is supervising clinical staff who are not authorized
to bill the Medicare program directly, consistent with MedPAC’s recommendations in their June
2019 report. A few commenters reacted to the potential approach we suggested of permanently
establishing this virtual presence flexibility for services that are valued under the PFS based on
the presumption that they are nearly always performed in entirety by auxiliary personnel. One
such comment stated that this approach may prove a conservative place to start or could be
attempted through pilot tests to collect more data to inform future decision-making. Another
stated that this approach would be overly restrictive and would be contrary to the principles of a
successful telehealth model, such as increasing workforce capacity and reducing patient travel.
Response: We appreciate the support of commenters, as well as the comments received
in response to our comment solicitation. We look forward to considering this and other
information as we consider the most appropriate way to balance patient safety concerns with the
interest of supporting access that we expect to address in future rulemaking. We continue to
believe that it is appropriate to continue to permit direct supervision via virtual means using
audio/video real-time communications technology through the end of CY 2024 given that many

telehealth flexibilities adopted to address the PHE for COVID-19 are set to expire under the



statute following this time period. We believe that this is the most appropriate way to balance
patient safety with access while avoiding confusion for 2024.

Comment: A commenter requested that CMS clarify whether, to meet the direct
supervision requirement using real-time audio-visual technology, the physician needs to be
constantly present on the real-time audio-visual technology during the entirety of the provision
of an “incident to” service by their clinical staff.

Response: As direct supervision as defined at § 410.32 requires the supervising
practitioner’s immediately available to furnish assistance and direction throughout the
performance of the procedure, but not that the supervising practitioner must be present in the
room when the procedure is performed, when the supervising practitioner provides direct
supervision using real-time audio-visual technology, the supervising practitioner likewise does
not need to be virtually present throughout the performance of the procedure, but they need to be
immediately available to provide the virtual presence whenever necessary.

After consideration of public comments, we are finalizing as proposed. We will continue
to define direct supervision to permit the immediate availability of the supervising practitioner
through real-time audio and visual interactive telecommunications through December 31,
2024.We will consider addressing this topic in possible future rulemaking.

(1) Teaching Physician Billing for Services Involving Residents in Teaching Settings

In the CY 2021 PFS final rule (85 FR 84577 through 84584), we established a policy
that, after the end of the PHE for COVID-19, teaching physicians may meet the requirements to
be present for the key or critical portions of services when furnished involving residents through
audio/video real-time communications technology (virtual presence), but only for services
furnished in residency training sites that are located outside of an Office of Management and
Budget (OMB)-defined metropolitan statistical area (MSA). We made this location distinction
consistent with our longstanding interest to increase beneficiary access to Medicare-covered

services in rural areas and noted the ability to expand training opportunities for residents in rural



settings. For all other locations, we expressed concerns that continuing to permit teaching
physicians to bill for services furnished involving residents when they are virtually present,
outside the conditions of the PHE for COVID-19, may not allow the teaching physician to have
personal oversight and involvement over the management of the portion of the case for which the
payment is sought, in accordance with section 1842(b)(7)(A)(i)(I) of the Act. In addition, we
stated concerns about patient populations that may require a teaching physician’s experience and
skill to recognize specialized needs or testing, and whether it is possible for the teaching
physician to meet these clinical needs while having a virtual presence for the key portion of the
service. For a more detailed description of our specific concerns, we referred readers to the CY
2021 PFS final rule (85 FR 84577 through 84584). At the end of the PHE for COVID-19, and as
finalized in the CY 2021 PFS final rule, we intended for the teaching physician to have a
physical presence during the key portion of the service personally provided by residents in order
to be paid for the service under the PFS, in locations that were within a MSA. This policy
applied to all services, regardless of whether the patient was co-located with the resident or only
present virtually (for example, the service was furnished as a 3-way telehealth visit, with the
teaching physician, resident, and patient in different locations). However, interested parties
expressed concerns regarding the requirement that the teaching physician have a physical
presence with the resident when a service is furnished virtually within a MSA (that is, as a
Medicare telehealth service). Some interested parties stated that during the PHE for COVID-19,
when residents provided telehealth services and the teaching physician was virtually present, the
same safe and high-quality oversight was provided as when the teaching physician and resident
were physically co-located. In addition, these interested parties stated that during telehealth
visits, the teaching physician was virtually present during the key and critical portions of the
telehealth service, available immediately in real-time, and had access to the electronic health
record. As stated in section II.D.2.a. of this final rule, we were concerned that an abrupt

transition to our pre-PHE policy may present a barrier to access to many services, and we



understood that practitioners gained clinical experience during the PHE for COVID-19, and
could identify circumstances for which the teaching physician can routinely render sufficient
personal and identifiable services to the patient, with a virtual presence during the key portion of
the virtual service. Given these considerations, we proposed to allow the teaching physician to
have a virtual presence in all teaching settings, only in clinical instances when the service is
furnished virtually (for example, a 3-way telehealth visit, with all parties in separate locations).
This would permit teaching physicians to have a virtual presence during the key portion of the
virtual service for which payment is sought, through audio/video real-time communications
technology, for all residency training locations through December 31, 2024. The virtual
presence policy would continue to require real-time observation (not mere availability) by the
teaching physician, and excludes audio-only technology. The documentation in the medical
record must continue to demonstrate whether the teaching physician was physically present or
present through audio/video real-time communications technology at the time of the virtual
service, this includes documenting the specific portion of the service for which the teaching
physician was present through audio/video real-time communications technology. This policy
does not preclude teaching physicians from providing a greater degree of involvement in services
furnished with residents, and teaching physicians should still use discretion to determine whether
it is appropriate to have a virtual presence rather than in person, depending on the services being
furnished and the experience of the particular residents involved.

We announced that we were exercising enforcement discretion to allow teaching
physicians in all residency training sites, to be present through audio/video real-time
communications technology, for purposes of billing under the PFS for services they furnish
involving residents. We exercised this enforcement discretion through December 31, 2023, as we
considered our virtual presence policies for services involving teaching physicians and residents

further through our rulemaking process for CY 2024. For more background we referred readers



to https://www.cms.gov/files/document/frequently-asked-questions-cms-waivers-flexibilities-and-
end-covid-19-public-health-emergency.pdf.

We sought comment and information to help us consider how virtual services could be
furnished in all residency training locations beyond December 31, 2024, to include what other
clinical treatment situations are appropriate to permit the virtual presence of the teaching
physician. Specifically, we anticipated considering various types of teaching physician services,
when it is appropriate for the teaching physician and resident to be co-located, and how virtual
presence could support patient safety for all patients, particularly at-risk patients. We also
invited commenters to provide data or other information on how the teaching physician’s virtual
presence could continue to support patient safety, while meeting the clinical needs for all
patients, and ensure burden reduction without creating risks to patient care or increasing
opportunities for fraud.

We received public comments on our proposal to allow teaching physicians to have a
virtual presence in all teaching settings, only in clinical instances when the service is furnished
virtually, through December 31, 2024. The following is a summary of the comments we received
and our responses.

Comment:. Some commenters thanked CMS for exercising enforcement discretion to
allow teaching physicians in all residency training sites to be present through audio/video real-
time communications technology, for purposes of billing under the PFS, for services they furnish
involving residents through 2024.

Response: We appreciate the support from commenters but reiterate that we are only
exercising enforcement discretion through December 31, 2023.

Comment: One commenter stated that CMS should not reimburse anesthesiologists that
are not providing actual anesthesia care, through billing for remote so-called “supervision”

services.



Response: As stated in our regulation at § 415.172(a)(1), for surgical, high risk,
interventional, endoscopic, or other complex procedures the teaching physician must not only be
present for the critical portions of the procedure, but also immediately available to furnish
services during the entire procedure in order for PFS payment to be made for the service.
Similarly, § 415.178 requires a teaching physician to be present during critical (or key) portions
of the procedure and immediately available to furnish anesthesia services during the entire
service. We continue to believe the requirements for the presence of the teaching physician
during all key or critical portions of the procedure and immediate availability to furnish services
during the entire service or procedure is necessary for patient safety given the risks associated
with these services.

Comment: One commenter requested clarification on whether the proposal to allow
teaching physicians to have a virtual presence, only in clinical instances when the service is
furnished virtually, would also include instances where the resident and patient are in one
location and the supervising physician is in another. The commenter stated that the resident
should be able to “dial-in” the supervising physician in these instances.

Response: The proposed policy would continue to permit PFS payment when the
teaching physician is present virtually only when the service is furnished virtually. The example
we provided in the proposed rule is a 3-way Medicare telehealth visit, with all parties in separate
locations. In this situation, the teaching physician and resident would not need to be physically
co-located during the telehealth service that is furnished remotely to the patient. The teaching
physician would have a virtual presence during the key portion of that Medicare telehealth
service for which payment is sought, through audio/video real-time communications technology.
In the example provided by the commenter, the service would be furnished with the resident in
person at the same location with the patient, and only the teaching physician would be present
virtually through the use of real-time audio/video communications technology, and this scenario

was not included in the proposal. In the commenter’s example, the teaching physician would be



required to have a physical presence with the resident, unless the residency training location is
outside a MSA. The policy continues to exclude audio-only technology.

Comment: Several commenters requested that CMS consider permanently expanding the
list of services that can be furnished under the so-called primary care exception set forth at §
415.174 to include high-value primary care services. These commenters stated that the
flexibilities allowed during the PHE for COVID-19, which allowed level 4 and 5 E/M visits to be
furnished under the primary care exception benefitted both patients and primary care training
programs. The commenters noted that they believe that the absence of high-value services under
the primary care exception could negatively impact resident training and patient outcomes in the
long term, and provided a list of suggested services to be permanently included under the
primary care exception.

Response: The primary care exception permits the teaching physician to bill for certain
lower and mid-level complexity physicians’ services furnished by residents in certain types of
residency training settings even when the teaching physician is not present with the resident
during the services as long as certain conditions are met, including that the services are furnished
by residents with more than 6 months of training in the approved residency program; and that the
teaching physician directs the care of no more than four residents at a time, remains immediately
available and has no other responsibilities while directing the care, assumes management
responsibility for beneficiaries seen by the residents, ensures that the services furnished are
appropriate, and reviews certain elements of the services with each resident during or
immediately after each visit. We believe the primary care exception was intended to broaden
opportunities for teaching physicians to involve residents in furnishing services under
circumstances that preserve teaching physician direction of the care, and promote safe, high
quality patient care. Although we temporarily modified the scope of services that could be
provided under the primary care exception to address the circumstances of the PHE for COVID-

19, we did not propose to broaden the array of services that meet the conditions for PFS payment



set forth in our regulations at § 415.174. For a more detailed description of the finalized primary
care exception policy, we refer readers to the CY 2021 PFS final rule (85 FR 84585 through
84590).

Comment. Many commenters supported the proposal to allow teaching physicians to
have a virtual presence in all teaching settings, only in clinical instances when the service is
furnished virtually, which then permits teaching physicians to have a virtual presence during the
key portion of that Medicare telehealth service, through audio/video real-time communications
technology, for all residency training locations through December 31, 2024. However, several
commenters encouraged CMS to include in-person services to promote access to care and to
establish this policy permanently. These commenters stated that teaching physicians should be
allowed to determine when their virtual presence would be clinically appropriate, based on their
assessment of the patient’s needs and the competency level of the resident. In addition,
commenters recommend that CMS consider the Accreditation Council for Graduate Medical
Education (ACGME) rules that allow teaching physicians to concurrently monitor patient care
through appropriate telecommunication technology when the teaching physician and/or patient is
not physically present with the resident.

Response: At this time, we are not extending the proposed policy to include in-person
services furnished by residents. We may consider other clinical instances that could allow
teaching physicians to have a virtual presence in future rulemaking, and will contemplate the
comments received to ensure the teaching physician is rendering sufficient personal services to
exercise full, personal control of the key portion of the case. We thank commenters for providing
information on certain ACGME rules. We note that the ACGME regulates residency training
programs and their rules ensure that there is appropriate teaching physician involvement in care
delivery for educational purposes. However, our regulations determine when PFS payment is

appropriate when teaching physicians furnish services that involve residents, and the teaching



physician has personal oversight and involvement over the management of the portion of the
case for which the payment is sought.

After consideration of public comments, we are finalizing the policy as proposed, to
allow teaching physicians to have a virtual presence in all teaching settings, only in clinical
instances when the service is furnished virtually. This permits teaching physicians to have a
virtual presence during the key portion of the virtual service for which payment is sought,
through audio/video real-time communications technology, for all residency training locations
through December 31, 2024. As finalized in the CY 2021 PFS final rule (84577 through 84581),
the required physical presence of a teaching physician in order to bill under the PFS for their
services at a residency training site that is located outside of a MSA, can be met through
interactive, audio/video real-time communications technology, and does not include audio-only
technology.

b. Clarifications for Remote Monitoring Services
(1) Background and Overview

In recent years, we have established payment for two code families that describe certain
remote monitoring services: remote physiologic monitoring (RPM) and remote therapy
monitoring (RTM).

Remote Physiologic Monitoring

® 99453 (Remote monitoring of physiologic parameter(s) (eg, weight, blood pressure,
pulse oximetry, respiratory flow rate), initial; set-up and patient education on use of equipment);

® 99454 (Remote monitoring of physiologic parameter(s) (eg, weight, blood pressure,
pulse oximetry, respiratory flow rate), initial; device(s) supply with daily recording(s) or
programmed alert(s) transmission, each 30 days);

® 99457 (Remote physiologic monitoring treatment management services, clinical
staff/physician/other qualified health care professional time in a calendar month requiring

interactive communication with the patient/caregiver during the month, first 20 minutes); and



® 99458 (Remote physiologic monitoring treatment management services, clinical
staff/physician/other qualified health care professional time in a calendar month requiring
interactive communication with the patient/caregiver during the month; each additional 20
minutes (List separately in addition to code for primary procedure)).

Remote Therapeutic Monitoring

® 98975 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
initial set-up and patient education on use of equipment),

® 98976 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor respiratory system, each 30 days);

® 98977 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor musculoskeletal system, each 30 days);

e 98978 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor cognitive behavioral therapy, each 30 days);

® 98980 (Remote therapeutic monitoring treatment management services, physician or
other qualified health care professional time in a calendar month requiring at least one
interactive communication with the patient or caregiver during the calendar month; first 20
minutes); and

® 98981 (Remote therapeutic monitoring treatment management services, physician or
other qualified health care professional time in a calendar month requiring at least one
interactive communication with the patient or caregiver during the calendar month; each
additional 20 minutes (List separately in addition to code for primary procedure))

In our CY 2018 PFS final rule, we summarized feedback from a comment solicitation

aimed at informing new payment policies that would allow for separate payment for remote



monitoring services (82 FR 53014). In our CY 2019 PFS final rule (83 FR 59574 to 59576), we
established valuations and payment policy for the RPM code family. In our CY 2020 PFS final
rule (84 FR 62697-8), we explained that the RPM code family describes chronic care RPM
services that involve the collection, analysis, and interpretation of digitally collected physiologic
data, followed by the development of a treatment plan and the managing of a patient under the
treatment plan. (84 FR 62697). In our CY 2020 PFS final rule, we also discussed that remote
monitoring codes would be designated as care management services, which means our rules for
general supervision would apply (84 FR 62698). In our CY 2023 PFS final rule, in response to
comments, we clarified that RTM or RPM services could be billed concurrently with Chronic
Care Management (CCM), Transitional Care Management TCM, Principal Care Management
(PCM), Chronic Pain Management (CPM), or Behavioral Health Integration (BHI) (86 FR
69528-69539).

We have received many questions from interested parties about billing scenarios and
requests for clarifications on the appropriate use of these codes in general. We believe it is
important to share with all interested parties a restatement/clarification of certain policies. We
refer readers to the CY 2021 PFS final rule (85 FR 84542 to 84546) for further discussion and
explanation of the basis for interim policies that expired on the last day of the PHE for COVID-
19.

(2) New vs. established patient requirements

In the CY 2021 PFS final rule (85 FR 84542-6), we established that, when the PHE for
COVID-19 ends, we again will require that RPM services be furnished only to an established
patient. Patients who received initial remote monitoring services during PHE are considered
established patients for purposes of the new patient requirements that are effective after the last
day of the PHE for COVID-19.

(3) Data collection requirements

We have received various comments and inquiries about our temporary exception to



minimum data collection for remote monitoring. As discussed in our CY 2021 final rule, we are
not extending beyond the end of the PHE the interim policy to permit billing for remote
monitoring codes, which require data collection for at least 16 days in a 30-day period, when less
than 16 of days data are collected within a given 30-day period. (85 FR 84542 through 84546).
As of the end of the PHE, the 16-day monitoring requirement was reinstated. Monitoring must
occur over at least 16 days of a 30-day period. We proposed to clarify that the data collection
minimums apply to existing RPM and RTM code families for CY 2024.

The following remote monitoring codes currently depend on collection of no fewer than
16 days of data in a 30-day period, as defined and specified in the code descriptions:

® 98976 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor respiratory system, each 30 days);

® 98977 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor musculoskeletal system, each 30 days);

® 98978 (Remote therapeutic monitoring (eg, therapy adherence, therapy response),
device(s) supply with scheduled (eg, daily) recording(s) and/or programmed alert(s)
transmission to monitor cognitive behavioral therapy, each 30 days);

® 98980 (Remote therapeutic monitoring treatment management services, physician or
other qualified health care professional time in a calendar month requiring at least one
interactive communication with the patient or caregiver during the calendar month; first 20
minutes); and

® 98981 (Remote therapeutic monitoring treatment management services, physician or
other qualified health care professional time in a calendar month requiring at least one
interactive communication with the patient or caregiver during the calendar month; each

additional 20 minutes (List separately in addition to code for primary procedure))



We remind readers that our discussion in the CY 2021 PFS final rule addresses the
interim policy on data collection minimums, and provides notice and the rationale for the data
collection policy that is in effect now that the PHE for COVID-19 has ended. Remotely
monitored monthly services should be reported only once during a 30-day period — and only
when reasonable and necessary. As a clarification for either RPM or RTM, only one practitioner
can bill CPT codes 99453 and 99454, or CPT codes 98976, 98977, 98980, and 98981, during a
30-day period, and only when at least 16 days of data have been collected on at least one medical
device as defined in section 201(h) of the FFDCA.

We reiterate our analysis described in the CY 2021 PFS final rule, in which we explained
that CPT code descriptor language suggests that, even when multiple medical devices are
provided to a patient, the services associated with all the medical devices can be billed only once
per patient per 30-day period and only when at least 16 days of data have been collected (85 FR
84545). We refer readers to our CY 2021 PFS final rule (85 FR 84545) for additional
background.

(4) Use of RPM, RTM, in conjunction with other services

Practitioners may bill RPM or RTM, but not both RPM and RTM, concurrently with the
following care management services: CCM/TCM/BHI, PCM, and CPM. These various codes,
which describe other care management services, may be billed with RPM or RTM, for the same
patient, if the time or effort is not counted twice. As specified in the CY 2023 PFS final rule, if
all requirements to report each service are met, without time or effort being counted more than
once, RPM or RTM (not both RPM and RTM) may be billed in conjunction with any one of
CCM, TCM, BHI, PCM, or CPM codes. According to the 2023 CPT Codebook (pg. 849), CPT
code 98980 (RTM treatment management) cannot be reported in conjunction with CPT codes
99457/99458 (RPM treatment management). Our intention is to allow the maximum flexibility
for a given practitioner to select the appropriate mix of care management services, without

creating significant issues of possible fraud, waste, and abuse associated with overbilling of these



services. We continue to gain experience with each family of remote monitoring codes, and
request feedback from commenters that would provide additional context that could inform us as
we continue to develop and clarify our payment policies for these services.

We proposed to clarify that RPM and RTM may not be billed together, so that no time is
counted twice by billing for concurrent RPM and RTM services. In instances where the same
patient receives RPM and RTM services, there may be multiple devices used for monitoring, and
in these cases, we will to apply our existing rules, which we finalized when establishing the RPM
code family, meaning that the services associated with all the medical devices can be billed by
only one practitioner, only once per patient, per 30-day period, and only when at least 16 days of
data have been collected; and that the services must be reasonable and necessary (85 FR 84544
through 84545).

(5) Other Clarifications for Appropriate Billing

We have received inquiries from interested parties during public forums regarding use of
remote monitoring during global periods for surgery. In the proposed rule, we clarified that, in
circumstances where an individual beneficiary may receive a procedure or surgery, and related
services, which are covered under a payment for a global period, RPM services or RTM services
(but not both RPM and RTM services concurrently) may be furnished separately to the
beneficiary, and the practitioner would receive payment for the RTM or RPM services, separate
from the global service payment, so long as other requirements for the global service and any
other service during the global period are met. For an individual beneficiary who is currently
receiving services during a global period, a practitioner may furnish RPM or RTM services (but
not both RPM or RTM services) to the individual beneficiary, and the practitioner will receive
separate payment, so long as the remote monitoring services are unrelated to the diagnosis for
which the global procedure is performed, and as long as the purpose of the remote monitoring
addresses an episode of care that is separate and distinct from the episode of care for the global

procedure - meaning that the remote monitoring services address an underlying condition that is



not linked to the global procedure or service.

We solicited comments on the proposed clarifications, as well as issued a request for
general feedback from the public that may be useful in further development of our payment
policies for remote monitoring services that are separately payable under the current PFS. The
following is a summary of the comments we received and our responses.

Comment. Commenters requested changes be made to RPM and RTM coding and
service requirements and requested that interim policies that expired on the last day of the PHE
for COVID-19 become permanent.

Response: We thank commenters for the general feedback that may be useful in further
development of our payment policies for remote monitoring services that are separately payable
under the current PFS. We refer readers to the CY 2021 PFS final rule (85 FR 84542 through
84546) for further discussion and explanation of the basis for interim policies that expired on the
last day of the PHE for COVID-19.

Comment: Several commenters requested clarification on patient requirements for
remote therapeutic monitoring. One commenter requested clarification on new patients receiving
RPM from the end of the PHE forward.

Response: We are offering additional clarification regarding the new patient requirement
and that RPM, not RTM, services require an established patient relationship after the end of the
PHE. While we have not specified in rulemaking whether the RTM services require an
established patient relationship, we believe that similar to RPM, such services would be
furnished to a patient after a treatment plan had been established. Presumably, a billing
practitioner would establish such treatment plan after some initial interaction with the patient.
We will work to clarify this policy further in future rulemaking. We hope to continue dialogue
with interested parties who may have information that could inform our rulemaking. Patients
who received initial remote monitoring services during the PHE are considered established

patients for purposes of the new patient requirements that are effective after the last day of the



PHE for COVID-19. Per our existing policy, any patients receiving RPM services from the end
of the PHE forward will need to be established patients before beginning RPM services.

Comment. Many commenters inquired about whether RPM or RTM used in physical and
occupational therapy services were excluded from the global period rules for surgery.

Response: We would like to clarify that the policy that prohibits RPM or RTM services
being furnished during the global period only applies to billing practitioners who are receiving
the global service payment. Practitioners, such as therapists, who are not receiving a global
service payment because they did not furnish the global procedure, would be permitted to furnish
RPM or RTM services during a global period. After consideration of public comments, we are
finalizing that providing RTM or RPM services during the global period is permitted if the
practitioner is not receiving global service payment because they did not furnish the global
procedure.

We note that in the CY 2024 PFS proposed rule, we inadvertently listed all of the RTM
codes (88 FR 53204) in our discussion of these services and had made a general statement about
the applicability of the 16-day data collection requirement. We would like to offer clarification
that the 16 day data collection requirement does not apply to CPT codes 99457, 99458, 98980,
and 98981. These CPT codes are treatment management codes that account for time spent in a
calendar month and do not require 16 days of data collection in a 30-day period.

c. Telephone Evaluation and Management Services

In the March 31st COVID-19 IFC (85 FR 19264 through 19265), we finalized separate
payment for CPT codes 99441 through 99443 and 98966 through 98968, which describe E/M
and assessment and management services furnished via telephone. CPT codes 99441 through
99443 are on the Medicare Telehealth Services List and will remain actively priced through
2024. CPT codes 98966 through 98968; however, describe telephone assessment and
management services provided by a qualified non-physician healthcare professional, and they

were added on a subregulatory basis during the PHE.. We proposed to continue to assign an



active payment status to CPT codes 98966 through 98968 for CY 2024 to align with telehealth-
related flexibilities that were extended via the CAA, 2023, specifically section 4113(e) of the
CAA, 2023, which permits the provision of telehealth services through audio-only
telecommunications through the end of 2024.

We received comments on our proposals to keep active payment status for CPT codes
98966 through 98968 for CY 2024 to align with policy extensions under the CAA, 2023. The
following is a summary of the comments received and our responses.

Comment. Commenters were supportive of our proposal to continue to pay for physician
and non-physician telephone services through December 31, 2024, and to continue to assign
active payment status to CPT codes 99441 through 99443 as well as to CPT codes 98966 through
98968.which they stated supports payment for audio-only visits. The commenters stated that
these services are a critical component of how care is provided to patients and are particularly
valuable in connecting with patients living in rural areas where regular internet connection
and/or cellular reception may be entirely unavailable or unreliable.

Response: In response to comments, we are finalizing our proposal to continue active
payment status for CPT codes 98966 through 98968. These services will be available through the
end of CY 2024.

3. Telehealth Originating Site Facility Fee Payment Amount Update

Section 1834(m)(2)(B) of the Act established the Medicare telehealth originating site
facility fee for telehealth services furnished from October 1, 2001 through December 31, 2002 at
$20.00, and specifies that, for telehealth services furnished on or after January 1 of each
subsequent calendar year, the telehealth originating site facility fee is increased by the percentage
increase in the Medicare Economic Index (MEI) as defined in section 1842(1)(3) of the Act. We
proposed to update the telehealth originating site facility fee for telehealth services by the
expected increase in the MEI of 4.5 percent for CY 2024. Furthermore, we proposed that if more

recent data became available after the publication of the proposed rule and before the publication



of the final rule (for example, a more recent estimate of the MEI percentage increase), we would
use such data, if appropriate, to determine the CY 2024 MEI percentage increase in the final rule.
Therefore, the final MEI increase for CY 2024 is 4.6 percent and is based on the most recent
historical percentage increase of the 2017-based MEI reflecting historical data through for the
second quarter of 2023.

Therefore, for CY 2024, the final payment amount for HCPCS code Q3014 (Telehealth
originating site facility fee) is $29.96. Table 12 shows the Medicare telehealth originating site
facility fee and the corresponding MEI percentage increase for each applicable time period. We
did not receive any comments on this proposal and are finalizing as proposed.

TABLE 12: The Medicare Telehealth Originating Site Facility Fee

Time Period MEI (%) Facility Fee for Q3014
Oct. 1, 2001 to Dec. 31, 2002 NA $ 20.00
2003 3.0 $ 20.60
2004 2.9 $ 21.20
2005 3.1 $ 21.86
2006 2.8 $ 22.47
2007 2.1 $ 22.94
2008 1.8 $ 23.35
2009 1.6 $ 23.72
2010 1.2 $ 24.00
2011 0.4 $ 24.10
2012 0.6 $ 24.24
2013 0.8 $ 24.43
2014 0.8 $ 24.63
2015 0.8 $ 24.83
2016 1.1 $ 25.10
2017 1.2 $ 25.40
2018 1.4 $ 25.76
2019 1.5 $ 26.15
2020 1.9 $ 26.65
2021 1.4 $ 27.02
2022 2.1 $ 27.59
2023 3.8 $ 28.64
2024* 4.6 $ 29.96

*Reflects the most recent estimate of the CY 2024 MEI percentage increase and will be updated in the final rule
based on historical data through the second quarter of 2023.

4. Payment for Outpatient Therapy Services, Diabetes Self-Management Training, and Medical
Nutrition Therapy when Furnished by Institutional Staff to Beneficiaries in Their Homes

Through Communication Technology



a. Background on Outpatient Therapy Services, Diabetes Self-Management Training and
Medical Nutrition Therapy

Section 1861(p) of the Act establishes the benefit category for outpatient PT, SLP and
OT services, (expressly for PT services and, through section 1861(11)(2) of the Act, for outpatient
SLP services and, through section 1861(g) of the Act, for outpatient OT services). Section
1861(p) of the Act defines outpatient therapy services in the three disciplines as those furnished
by a provider of services, a clinic, rehabilitation agency, or a public health agency, or by others
under an arrangement with, and under the supervision of, such provider, clinic, rehabilitation
agency, or public health agency to an individual as an outpatient; and those furnished by a
therapist not under arrangements with a provider of services, clinic, rehabilitation agency, or a
public health agency. As such, section 1861(p) of the Act defines outpatient therapy services
very broadly to include those furnished by providers and other institutional settings, as well as
those furnished in office settings. Section 1834(k)(3) of the Act requires payment for outpatient
therapy services to be made based on the PFS (via section 1848 of the Act), for all institutional
providers listed at sections 1833(a)(8) and (9) of the Act. These providers include clinics,
rehabilitation agencies, public health agencies, comprehensive outpatient rehabilitation agencies
(CORFs), SNFs, home health agencies (HHASs) (to individuals who are not homebound),
hospitals to outpatients or hospital inpatients who are entitled to benefits under part A but have
exhausted benefits for inpatient hospital services during a spell of illness or is not so entitled to
benefits under part A), and all other CORF services.

Section 1861(qq) of the Act defines Diabetes Self-Management Training (DSMT)
services and authorizes CMS to regulate Medicare DSMT outpatient services. A “certified
provider” of DSMT is further defined in section 1861(qq)(2)(A) of the Act as a physician or
other individual or entity designated by the Secretary who meets certain quality requirements
described in section 1861(qq)(2)(B) of the Act. In CY 2000, we finalized a standalone rule titled

“Medicare Program; Expanded Coverage for Outpatient Diabetes Self-Management Training and



Diabetes Outcome Measurements.” In that rule, we finalized that payment for outpatient DSMT
would be made under the PFS (65 FR 83132). We further established that, in the case of
payments made to other approved entities, such as hospital outpatient departments, ESRD
facilities, and durable medical equipment suppliers, the payment would be equal to the amounts
established under the PFS and made under the appropriate payment systems (65 FR 83142).

Section 1861(s)(2)(V) of the Act authorizes Medicare Part B coverage of medical
nutrition therapy services (MNT) for certain beneficiaries who have diabetes or a renal disease.
In the CY 2000 PFS final rule, we established that payment for MNT services furnished in the
institutional setting, including hospital outpatient departments (HOPDs), would be made under
the PFS, not under the hospital Outpatient Prospective Payment System (OPPS) (66 FR 55279).

During the PHE for COVID-19, outpatient therapy services, DSMT, and MNT could be
furnished via a telecommunications system to beneficiaries in their homes, and bills for these
services were submitted and paid either separately or as part of a bundled payment, when either
personally provided by the billing practitioner or provided by institutional staff and billed for by
institutions, such as HOPDs, SNFs, and HHAs. For professionals, CMS used waiver authority to
expand the range of practitioners that can serve as distant site practitioners for Medicare
telehealth services as described in section 1834(m)(4)(E) of the Act and §410.78 (b)(2), as well
as to waive the originating site requirements for Medicare telehealth services described in section
1834(m)(4)(C) of the Act. This allowed for outpatient therapy services to be furnished and billed
by therapists in private practice, as well as for outpatient therapy services, DSMT, and MNT to
be furnished via Medicare telehealth to beneficiaries in urban, as well as rural, areas, including to
beneficiaries located in their homes.

When therapists (PTs, OTs and SLPs) were added as distant site telehealth practitioners
using waiver authority during the PHE for COVID-19, CMS generally took the position for
services furnished in HOPDs that waiver authority was needed to allow hospitals to bill for

services furnished by hospital staff through communication technology to beneficiaries in their



homes. CMS implemented the Hospitals Without Walls (HWW) policy that relied on waiver
authority, which allowed hospitals to reclassify patients’ homes as part of the hospital. HWW
allowed hospitals to bill two different kinds of fees for services furnished remotely to patients in
their homes: (1) hospital facility payment in association with professional services billed under
the PFS; and (2) single payment for a limited number of practitioner services, when statute or
other applicable rules only allow the hospital to bill for services personally provided by their
staff. These services are either billed by hospitals or by professionals, there would not be
separate facility and professional billing. This latter category includes outpatient therapy
services, DSMT, and MNT. However, while maintaining that waiver authority was needed to
allow hospital billing for these services, CMS also issued guidance instructing HOPDs to bill
using modifiers consistent with those used for Medicare telehealth services. For further
background, we refer readers to https.//www.cms.gov/files/document/03092020-covid-19-faqs-
508.pdf. In the same referenced document, CMS also issued specific guidance for other
institutional providers of therapy services to use modifier 95 (indicating a Medicare telehealth
service), along with the specific bill types for outpatient therapy services furnished by their staff.
The CAA, 2023 extended many of the flexibilities that were available for Medicare
telehealth services during the PHE for COVID-19 under emergency waiver authorities, including
adding physical and occupational therapists and speech-language pathologists as distant site
practitioners through the end of CY 2024. In developing post-PHE guidance, CMS initially took
the position that institutions billing for services furnished remotely by their employed
practitioners (where the practitioners do not bill for their own services), would end with the PHE
for COVID-19 along with the HWW waivers. However, after reviewing input from interested
parties, as well as relevant guidance, including applicable billing instructions, we are considering
whether certain institutions, as the furnishing providers, can bill for certain remotely furnished

services personally performed by employed practitioners.



b. Proposal to Extend Billing Flexibilities for Certain Remotely Furnished Services Through the
End of CY 2024 and Comment Solicitation

While we consider how we might address this ambiguity in future rulemaking, in the
interests of maintaining access to outpatient therapy, DSMT, and MNT services furnished
remotely by institutional staff to beneficiaries in their homes consistent with the accessibility of
these services when furnished by professionals via Medicare telehealth, we proposed to continue
to allow institutional providers to bill for these services when furnished remotely in the same
manner they have during the PHE for COVID-19 through the end of CY 2024. We sought
comment on current practice for these services when billed, including how and to what degree
they continue to be provided remotely to beneficiaries in their homes. We sought comment as to
whether these services may fall within the scope of Medicare telehealth at section 1834(m) of the
Act or if there are other relevant authorities CMS might consider in future rulemaking.

For DSMT specifically, the clinical staff personally delivering the service may be a type
of practitioner authorized to furnish Medicare telehealth services under section 1834(m) of the
Act; but we also understand that DSMT may be provided by other types of staff. Accordingly,
we noted in sub-regulatory guidance that we are exercising enforcement discretion in reviewing
the telehealth eligibility status of the practitioner personally providing any part of a remotely
furnished DSMT service, so long as the persons were otherwise qualified to provide the
service. For more background we refer readers to
https://www.cms.gov/files/document/frequently-asked-questions-cms-waivers-flexibilities-and-
end-covid-19-public-health-emergency.pdf.

As we review our telehealth policies following the end of the PHE for COVID-19, and
consider care delivery and beneficiary access concerns raised by practitioners and beneficiary
advocates, we broadly considered billing and payment for telehealth services in institutional
settings, including when these services are furnished by practitioners who have reassigned their

rights to bill under and receive payment from the Medicare program (billing rights) to an



institution. We acknowledge that one such setting where this billing arrangement exists includes
Critical Access Hospitals (CAHs), where a practitioner has reassigned their billing rights to the
CAH, and CMS makes payment for the practitioner’s services under an optional payment
method, referred to as CAH method II (Pub. 100-04, Chapter 4, Section 250.2). We note that in
situations when a practitioner is furnishing a telehealth service and has reassigned their billing
rights to a CAH under Method II, CMS makes payment for the telehealth service at the same rate
generally paid for other in-person services (100 percent of the PFS payment amount) rather than
the payment amount established under the optional method as discussed in Pub. 100-04, Chapter
4, Section 250.2. We are interested in and solicited comment on how telehealth services
furnished under CAH method II arrangements are furnished, and whether they would be most
accurately characterized in the context of section 1834(m) of the Act or services of the CAH
under Method I1.

Comment: Many commenters supported our proposal to continue to allow institutional
providers to provide remote outpatient PT, OT, SLP, DSMT, and MNT services in patients'
homes through CY 2024. Some of these commenters told us these services are invaluable for
their patients who cannot attend on-site services due to, for example, a mobility impairment,
cancer-related fatigue, they reside in rural and underserved areas that are less accessible and lack
caregiver transport to the healthcare facility.

Response: We appreciate the commenters support and feedback.

Comment: Several commenters supported our proposal for outpatient physical therapy,
occupational therapy, and speech-language pathology services being furnished by other
institutional providers of Part B services — including comprehensive outpatient rehabilitation
facilities, rehabilitation agencies, skilled nursing facilities, outpatient hospitals, critical access
hospitals (CAHs) and home health agencies (HHASs) (for individuals not under a HH plan of
care) — and their being able to continue to bill for these services when furnished remotely

through CY 2024 in the same manner they have during the COVID-19 PHE and CY 2023.



Several of these commenters requested that CMS clarify how to document the use of telehealth
on the institutional claim form (UB-04), since it lacks a POS field. These commenters requested
that CMS permit the use of the 95 modifier and instruct contractors to accept modifier 95 for
telehealth on the institutional claim. Several commenters requested that if the 95 modifier could
not be used that it would cause unsustainable organizational realignment (that is, different
workflows, EHR modules, billing processes, accounting systems, etc.) to migrate hospital-based
therapists to CMS-1500 claims forms.

Response: We clarify that it is not necessary to migrate claims for PT, OT, or SLP
services provided in institutional settings, including the hospital, to the 1500 claim form. This is
because of statutory provisions that require (a) therapists in private practice to furnish services
only in their offices and in an individual’s home (section 1861(p) of the Act for outpatient PT
services (and through sections 1861(g) and 1861(11)(2) of the Act for outpatient OT and SLP
services, respectively)), (b) institutional providers to bill for them (sections 1833(a)(8) and (9) of
the Act), and (c) CMS to make payment for them at PFS rates (section 1834(k)(3) of the Act).
As we will finalize below, CMS will instruct institutional providers to use the 95 modifier on the
1450 claim form (UB-04) for these services.

Comment: A number of commenters responded to our request for information about their
current practice of billing for these services, such as how much they continue to provide
remotely. One commenter stated that although there has been a significant reduction in the
number of services furnished as telehealth, 10-20 percent of these services are currently provided
via telehealth by their hospital. The same commenter stated that these telehealth therapies allow
patients throughout the State increased access to care. Another commenter stated they are located
in a health professional shortage area where people oftentimes drive for hours to reach their
center for in-person treatment — they currently provide services to between 500-700 patients per
day via telehealth. Another commenter stated that their post-acute telehealth program (launched

in 2018) in response to CMS’s Comprehensive Care for Joint Replacement (CJR) program is on



pace for more than 5,500 telehealth PT visits in 2023, slightly less than those in 2022. This
commenter also transitioned some of their in-person visits to telehealth during the COVID-19
PHE declining each year after 2020 when it was ~35 percent of telehealth services decreased to 9
percent, 5 percent, and 4 percent of total visits in 2021 through 2023, respectively. Many
commenters, while not specifying the amount of outpatient therapy, DSMT, and/or MNT
services they furnish, remarked that patients would lose an invaluable resource should their
ability to bill for these services as telehealth be discontinued. Additionally, some commenters
cited studies to show the efficacy of telehealth services.

Response: We appreciate the commenters feedback.

Comment: Many commenters questioned whether these services may fall within the
scope of Medicare telehealth at section 1834(m) of the Act or if there are other authorities that
might be relevant for us to consider in future rulemaking. Some commenters requested that
CMS make these flexibilities permanent and urged CMS to work with Congress to gain the
statutory authority needed for the institutional settings to provide these important services via
telehealth. Several commenters agreed that the telehealth/virtual outpatient therapy, DSMT and
MNT services furnished by staff in outpatient hospitals and other facilities appropriately fall
within the scope of Medicare telehealth at section 1834(m) of the Act. We also heard from
several commenters that suggested we create new remote G-codes for all these services to be
billed through the OPPS starting January 1, 2025.

Response: We thank the many commenters for their feedback.

Comment:. Some commenters requested that CMS provide additional clarity in the final
rule on how institutional providers should bill for these services in CY 2024, including the
specific use of modifiers. Several of these commenters questioned if these instructions would be
different from the CMS subregulatory policy found in the online instruction given for CY 2023,
which did not include the use of a modifier. The commenters stated that the instruction

essentially states: “Through the end of CY2023, hospital and other providers of PT, OT, SLP,



DSMT, and MNT services that remain on the telehealth list, can continue to bill for these
services when furnished remotely in the same way they have been during the PHE, except that
beneficiaries’ homes will no longer need to be registered as provider-based departments of the
hospital to allow for hospitals to bill for these services.”

Response: The commenters are correct that our billing policy for CY 2024 will reflect
the online billing policy for CY 2023 that is found at:
https://www.cms.gov/files/document/hospitals-and-cahs-ascs-and-cmhcs-cms-flexibilities-fight-
covid-19.pdf. However, with respect to the use of modifiers, we are clarifying that for services
furnished beginning in CY 2024 that we require the use of the 95 modifier to be applied to
claims from outpatient hospitals, as soon as hospitals can update their systems — in addition to
the continued use of the 95 modifier for outpatient therapy services discussed above for all other
institutional providers furnishing outpatient therapy services via telehealth under Part B. This
policy will facilitate our ability to track all services in the same manner. Although we did not
receive comments specifically from CAHs electing Method II, these CAHs will continue their
longstanding practice of using the GT/GQ modifier, as appropriate.

In addition, we received several public comments that were outside the scope of the
proposals made in the CY 2024 PFS proposed rule. Consequently, we did not summarize or
respond to those comments.

After reviewing the comments, we are finalizing our proposal, with one amendment for
modifiers, to allow outpatient hospitals and other providers of physical therapy, occupational
therapy, and speech-language pathology, DSMT and MNT services that remain on the Medicare
Telehealth Services List for CY 2024 to bill for these services when furnished remotely in the
same way they have been during the COVID-19 PHE and through the end of CY 2023, including
that for hospitals, beneficiaries’ homes will no longer need to be registered as provider-based
departments of the hospital to allow for hospitals to bill for these services. Additionally, our

final subregulatory policy requires all institutional providers that bill for therapy, DSMT, and/or



MNT services, with the exception of Method II CAHs, to apply the 95 modifier on each
applicable line if these services are furnished via telecommunication technology once hospitals
that need to do so can update their systems. For CAHs opting for payment under Method II,
these CAHs will continue their long-standing practice of using the GT/GQ modifier, as
appropriate, when billing for their services furnished via telehealth.

E. Valuation of Specific Codes

1. Background: Process for Valuing New, Revised, and Potentially Misvalued Codes
Establishing valuations for newly created and revised CPT codes is a routine part of
maintaining the PFS. Since the inception of the PFS, it has also been a priority to revalue
services regularly to make sure that the payment rates reflect the changing trends in the practice
of medicine and current prices for inputs used in the PE calculations. Initially, this was
accomplished primarily through the 5-year review process, which resulted in revised work RVUs
for CY 1997, CY 2002, CY 2007, and CY 2012, and revised PE RVUs in CY 2001, CY 2006,
and CY 2011, and revised MP RVUs in CY 2010, CY 2015, and CY 2020. Under the 5-year
review process, revisions in RVUs were proposed and finalized via rulemaking. In addition to
the 5-year reviews, beginning with CY 2009, CMS and the RUC identified a number of
potentially misvalued codes each year using various identification screens, as outlined in section
II.C. of the proposed rule, Potentially Misvalued Services under the PFS. Historically, when we
received RUC recommendations, our process had been to establish interim final RVUs for the
potentially misvalued codes, new codes, and any other codes for which there were coding
changes in the final rule with comment period for a year. Then, during the 60-day period
following the publication of the final rule with comment period, we accepted public comment
about those valuations. For services furnished during the calendar year following the publication
of interim final rates, we paid for services based upon the interim final values established in the

final rule. In the final rule with comment period for the subsequent year, we considered and



responded to public comments received on the interim final values, and typically made any
appropriate adjustments and finalized those values.

In the CY 2015 PFS final rule with comment period (79 FR 67547), we finalized a new
process for establishing values for new, revised and potentially misvalued codes. Under the new
process, we include proposed values for these services in the proposed rule, rather than
establishing them as interim final in the final rule with comment period. Beginning with the CY
2017 PFS proposed rule (81 FR 46162), the new process was applicable to all codes, except for
new codes that describe truly new services. For CY 2017, we proposed new values in the CY
2017 PFS proposed rule for the vast majority of new, revised, and potentially misvalued codes
for which we received complete RUC recommendations by February 10, 2016. To complete the
transition to this new process, for codes for which we established interim final values in the CY
2016 PFS final rule with comment period (81 FR 80170), we reviewed the comments received
during the 60-day public comment period following release of the CY 2016 PFS final rule with
comment period (80 FR 70886), and re-proposed values for those codes in the CY 2017 PFS
proposed rule.

We considered public comments received during the 60-day public comment period for
the proposed rule before establishing final values in the CY 2017 PFS final rule. As part of our
established process, we will adopt interim final values only in the case of wholly new services
for which there are no predecessor codes or values and for which we do not receive
recommendations in time to propose values.

As part of our obligation to establish RVUs for the PFS, we thoroughly review and
consider available information including recommendations and supporting information from the
RUC, the Health Care Professionals Advisory Committee (HCPAC), public commenters,
medical literature, Medicare claims data, comparative databases, comparison with other codes
within the PFS, as well as consultation with other physicians and healthcare professionals within

CMS and the Federal Government as part of our process for establishing valuations. Where we



concur that the RUC’s recommendations, or recommendations from other commenters, are
reasonable and appropriate and are consistent with the time and intensity paradigm of physician
work, we proposed those values as recommended. Additionally, we continually engage with
interested parties, including the RUC, with regard to our approach for accurately valuing codes,
and as we prioritize our obligation to value new, revised, and potentially misvalued codes. We
continue to welcome feedback from all interested parties regarding valuation of services for
consideration through our rulemaking process.
2. Methodology for Establishing Work RVUs

For each code identified in this section, we conduct a review that includes the current
work RVU (if any), RUC-recommended work RVU, intensity, time to furnish the preservice,
intraservice, and postservice activities, as well as other components of the service that contribute
to the value. Our reviews of recommended work RVUs and time inputs generally include, but
have not been limited to, a review of information provided by the RUC, the HCPAC, and other
public commenters, medical literature, and comparative databases, as well as a comparison with
other codes within the PFS, consultation with other physicians and health care professionals
within CMS and the Federal Government, as well as Medicare claims data. We also assess the
methodology and data used to develop the recommendations submitted to us by the RUC and
other public commenters and the rationale for the recommendations. In the CY 2011 PFS final
rule with comment period (75 FR 73328 through 73329), we discussed a variety of
methodologies and approaches used to develop work RV Us, including survey data, building
blocks, crosswalks to key reference or similar codes, and magnitude estimation (see the CY 2011
PFS final rule with comment period (75 FR 73328 through 73329) for more information). When
referring to a survey, unless otherwise noted, we mean the surveys conducted by specialty
societies as part of the formal RUC process.

Components that we use in the building block approach may include preservice,

intraservice, or postservice time and post-procedure visits. When referring to a bundled CPT



code, the building block components could include the CPT codes that make up the bundled code
and the inputs associated with those codes. We use the building block methodology to construct,
or deconstruct, the work RVU for a CPT code based on component pieces of the code.
Magnitude estimation refers to a methodology for valuing work that determines the appropriate
work RVU for a service by gauging the total amount of work for that service relative to the work
for a similar service across the PFS without explicitly valuing the components of that work. In
addition to these methodologies, we frequently utilize an incremental methodology in which we
value a code based upon its incremental difference between another code and another family of
codes. Section 1848(c)(1)(A) of the Act specifically defines the work component as the
resources that reflect time and intensity in furnishing the service. Also, the published literature
on valuing work has recognized the key role of time in overall work. For particular codes, we
refine the work RV Us in direct proportion to the changes in the best information regarding the
time resources involved in furnishing particular services, either considering the total time or the
intraservice time.

Several years ago, to aid in the development of preservice time recommendations for new
and revised CPT codes, the RUC created standardized preservice time packages. The packages
include preservice evaluation time, preservice positioning time, and preservice scrub, dress and
wait time. Currently, there are preservice time packages for services typically furnished in the
facility setting (for example, preservice time packages reflecting the different combinations of
straightforward or difficult procedure, and straightforward or difficult patient). Currently, there
are three preservice time packages for services typically furnished in the nonfacility setting.

We developed several standard building block methodologies to value services
appropriately when they have common billing patterns. In cases where a service is typically
furnished to a beneficiary on the same day as an E/M service, we believe that there is overlap
between the two services in some of the activities furnished during the preservice evaluation and

postservice time. Our longstanding adjustments have reflected a broad assumption that at least



one-third of the work time in both the preservice evaluation and postservice period is duplicative
of work furnished during the E/M visit.

Accordingly, in cases where we believe that the RUC has not adequately accounted for
the overlapping activities in the recommended work RVU and/or times, we adjust the work RVU
and/or times to account for the overlap. The work RVU for a service is the product of the time
involved in furnishing the service multiplied by the intensity of the work. Preservice evaluation
time and postservice time both have a long-established intensity of work per unit of time
(IWPUT) of 0.0224, which means that 1 minute of preservice evaluation or postservice time
equates to 0.0224 of a work RVU.

Therefore, in many cases when we remove 2 minutes of preservice time and 2 minutes of
postservice time from a procedure to account for the overlap with the same day E/M service, we
also remove a work RVU of 0.09 (4 minutes % 0.0224 IWPUT) if we do not believe the overlap
in time had already been accounted for in the work RVU. The RUC has recognized this
valuation policy and, in many cases, now addresses the overlap in time and work when a service
is typically furnished on the same day as an E/M service.

The following paragraphs discuss our approach to reviewing RUC recommendations and
developing proposed values for specific codes. When they exist, we also include a summary of
interested party reactions to our approach. We noted that many commenters and interested
parties have expressed concerns over the years with our ongoing adjustment of work RVUs
based on changes in the best information we had regarding the time resources involved in
furnishing individual services. We have been particularly concerned with the RUC’s and various
specialty societies’ objections to our approach given the significance of their recommendations
to our process for valuing services and since much of the information we used to make the
adjustments is derived from their survey process. We note that we are obligated under the statute
to consider both time and intensity in establishing work RVUs for PFS services. As explained in

the CY 2016 PFS final rule with comment period (80 FR 70933), we recognize that adjusting



work RV Us for changes in time is not always a straightforward process, so we have applied
various methodologies to identify several potential work values for individual codes.

We have observed that for many codes reviewed by the RUC, recommended work RVUs
have appeared to be incongruous with recommended assumptions regarding the resource costs in
time. This has been the case for a significant portion of codes for which we recently established
or proposed work RVUs that are based on refinements to the RUC-recommended values. When
we have adjusted work RVUs to account for significant changes in time, we have started by
looking at the change in the time in the context of the RUC-recommended work RVU. When the
recommended work RVUs do not appear to account for significant changes in time, we have
employed the different approaches to identify potential values that reconcile the recommended
work RVUs with the recommended time values. Many of these methodologies, such as survey
data, building block, crosswalks to key reference or similar codes, and magnitude estimation
have long been used in developing work RVUs under the PFS. In addition to these, we
sometimes use the relationship between the old time values and the new time values for
particular services to identify alternative work RVUs based on changes in time components.

In so doing, rather than ignoring the RUC-recommended value, we have used the
recommended values as a starting reference and then applied one of these several methodologies
to account for the reductions in time that we believe were not otherwise reflected in the RUC-
recommended value. If we believe that such changes in time are already accounted for in the
RUC’s recommendation, then we do not make such adjustments. Likewise, we do not arbitrarily
apply time ratios to current work RVUs to calculate proposed work RVUs. We use the ratios to
identify potential work RVUs and consider these work RV Us as potential options relative to the
values developed through other options.

We do not imply that the decrease in time as reflected in survey values should always
equate to a one-to-one or linear decrease in newly valued work RVUs. Instead, we believe that,
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rationale for why the relative intensity of a given procedure has increased, significant decreases
in time should be reflected in decreases to work RVUs. If the RUC’s recommendation has
appeared to disregard or dismiss the changes in time, without a persuasive explanation of why
such a change should not be accounted for in the overall work of the service, then we have
generally used one of the aforementioned methodologies to identify potential work RV Us,
including the methodologies intended to account for the changes in the resources involved in
furnishing the procedure.

Several interested parties, including the RUC, have expressed general objections to our
use of these methodologies and deemed our actions in adjusting the recommended work RVUs
as inappropriate; other interested parties have also expressed general concerns with CMS
refinements to RUC-recommended values in general. In the CY 2017 PFS final rule (81 FR
80272 through 80277), we responded in detail to several comments that we received regarding
this issue. In the CY 2017 PFS proposed rule (81 FR 46162), we requested comments regarding
potential alternatives to making adjustments that would recognize overall estimates of work in
the context of changes in the resource of time for particular services; however, we did not
receive any specific potential alternatives. As described earlier in this section, crosswalks to key
reference or similar codes are one of the many methodological approaches we have employed to
identify potential values that reconcile the RUC-recommend work RVUs with the recommended
time values when the RUC-recommended work RV Us did not appear to account for significant
changes in time.

We received several comments regarding our methodologies for work valuation in
response to the CY 2024 PFS proposed rule and those comments are summarized below.

Comment: Several commenters disagreed with CMS’ reference to older work time
sources and stated that their use led to the proposal of work RVUs based on flawed assumptions.
Commenters stated that codes with “CMS/Other” or “Harvard” work time sources, used in the

original valuation of certain older services, were not surveyed, and therefore, were not resource-



based. Commenters also stated that it was invalid to draw comparisons between the current work
times and work RV Us of these services to the newly surveyed work time and work RVUs as
recommended by the RUC.

Response: We agree that it is important to use the recent data available regarding work
times and note that when many years have passed since work time has been measured,
significant discrepancies can occur. However, we also believe that our operating assumption
regarding the validity of the existing values as a point of comparison is critical to the integrity of
the relative value system as currently constructed. The work times currently associated with
codes play a very important role in PFS ratesetting, both as points of comparison in establishing
work RVUs and in the allocation of indirect PE RVUs by specialty. If we were to operate under
the assumption that previously recommended work times had been routinely overestimated, this
would undermine the relativity of the work RVUs on the PFS in general, in light of the fact that
codes are often valued based on comparisons to other codes with similar work times. Such an
assumption would also undermine the validity of the allocation of indirect PE RV Us to physician
specialties across the PFS.

Instead, we believe that it is crucial that the code valuation process take place with the
understanding that the existing work times that have been used in PFS ratesetting are accurate.
We recognize that adjusting work RVUs for changes in time is not always a straightforward
process and that the intensity associated with changes in time is not necessarily always linear,
which is why we apply various methodologies to identify several potential work values for
individual codes. However, we reiterate that we believe it would be irresponsible to ignore
changes in time based on the best data available, and that we are statutorily obligated to consider
both time and intensity in establishing work RV Us for PFS services. For additional information
regarding the use of old work time values that were established many years ago and have not
since been reviewed in our methodology, we refer readers to our discussion of the subject in the

CY 2017 PFS final rule (81 FR 80273 through 80274).



Comment: Several commenters disagreed with the use of time ratio methodologies for
work valuation. Commenters stated that this use of time ratios is not a valid methodology for
valuation of physician services. Commenters stated that treating all components of physician
time (preservice, intraservice, postservice and post-operative visits) as having identical intensity
is incorrect, and inconsistently applying it to only certain services under review creates inherent
payment disparities in a payment system, which is based on relative valuation. Commenters
stated that in many scenarios, CMS selects an arbitrary combination of inputs to apply rather
than seeking a valid clinically relevant relationship that would preserve relativity. Commenters
suggested that CMS determine the work valuation for each code based not only on surveyed
work times, but also the intensity and complexity of the service and relativity to other similar
services, rather than basing the work value entirely on time. Commenters recommended that
CMS embrace the clinical input from practicing physicians when valid surveys were conducted
and provide a clinical rationale when proposing crosswalks for valuation of services.

Response: We disagree and continue to believe that the use of time ratios is one of several
appropriate methods for identifying potential work RVUs for particular PFS services,
particularly when the alternative values recommended by the RUC and other commenters do not
account for survey information that suggests the amount of time involved in furnishing the
service has changed significantly. We reiterate that, consistent with the statute, we are required
to value the work RVU based on the relative resources involved in furnishing the service, which
include time and intensity. In accordance with the statute, we believe that changes in time and
intensity must be accounted for when developing work RVUs. When our review of
recommended values reveals that changes in time are not accounted for in a RUC-recommended
work RVU, the obligation to account for that change when establishing proposed and final work
RVUs remains.

We recognize that it would not be appropriate to develop work RVUs solely based on
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derived intensity measures based on current work RVUs for individual procedures. We clarify
again that we do not treat all components of physician time as having identical intensity. If we
were to disregard intensity altogether, the work RV Us for all services would be developed based
solely on time values and that is not the case, as indicated by the many services that share the
same time values but have different work RVUs. For example, among the codes reviewed in this
CY 2024 PFS final rule, CPT codes 76987 (Intraoperative epicardial cardiac (eg,
echocardiography) ultrasound for congenital heart disease, diagnostic; including placement and
manipulation of transducer, image acquisition, interpretation and report), 97550 (Caregiver
training in strategies and techniques to facilitate the patient's functional performance in the
home or community (eg, activities of daily living [adls], instrumental adls [iadls], transfers,
mobility, communication, swallowing, feeding, problem solving, safety practices) (without the
patient present), face-to-face, initial 30 minutes), and 99497 (Advance care planning including
the explanation and discussion of advance directives such as standard forms (with completion of
such forms, when performed), by the physician or other qualified health care professional; first
30 minutes, face-to-face with the patient, family member(s), and/or surrogate) all share the same
total work time of 40 minutes. However, these codes had very different proposed work RVUs of
1.62, 1.00 and 1.50, respectively. These examples demonstrate that we do not value services
purely based on work time; instead, we incorporate time as one of multiple different factors in
our review process. Furthermore, we reiterate that we use time ratios to identify potentially
appropriate work RVUs, and then use other methods (including estimates of work from CMS
medical personnel and crosswalks to key references or similar codes) to validate these RV Us.
For more details on our methodology for developing work RVUs, we direct readers to the
discussion CY 2017 PFS final rule (81 FR 80272 through 80277).

We also clarify for the commenters that our review process is not arbitrary in nature. Our
reviews of recommended work RVUs and time inputs generally include, but have not been

limited to, a review of information provided by the RUC, the HCPAC, and other public



commenters, medical literature, and comparative databases, as well as a comparison with other
codes within the PFS, consultation with other physicians and health care professionals within
CMS and the Federal Government, as well as Medicare claims data. We also assess the
methodology and data used to develop the recommendations submitted to us by the RUC and
other public commenters and the rationale for the recommendations. In the CY 2011 PFS final
rule with comment period (75 FR 73328 through 73329), we discussed a variety of
methodologies and approaches used to develop work RV Us, including survey data, building
blocks, crosswalks to key reference or similar codes, and magnitude estimation (see the CY 2011
PFS final rule with comment period (75 FR 73328 through 73329) for more information).

With regard to the commenter’s concerns regarding clinically relevant relationships, we
emphasize that we continue to believe that the nature of the PFS relative value system is such
that all services are appropriately subject to comparisons to one another. Although codes that
describe clinically similar services are sometimes stronger comparator codes, we do not agree
that codes must share the same site of service, patient population, or utilization level to serve as
an appropriate crosswalk.

Comment: Several commenters raised the issue of the refinement panel which was last
reformed in CY 2016. Commenters stated that the refinement panel was not obsolete and was not
mutually exclusive with the change to include all proposed valuations in each year’s proposed
rule. Commenters stated that for 2 decades, the refinement panel process was considered by
interested parties to be an appeals process and its elimination discontinued CMS’ reliance on
outside interested parties to provide accountability through a transparent appeals process.
Commenters requested that CMS consider these issues and create an objective, transparent and
consistently applied formal appeals process that would be open to any commenting organization.

Response: We did not propose any changes to the refinement panel for CY 2024. As we
stated in the CY 2016 PFS final rule (80 FR 70917 and 70918), the refinement panel was

established to assist us in reviewing the public comments on CPT codes with interim final work



RVUs and in balancing the interests of the specialty societies who commented on the work
RVUs with the budgetary and redistributive effects that could occur if we accepted extensive
increases in work RVUs across a broad range of services. When developing the CY 2016
proposed rule, and continuing to the present, we did not believe that the refinement panel had
generally served as the kind of “appeals” or reconsideration process that some interested parties
envisioned in their comments. We also believe that the refinement panel was not achieving its
intended purpose. Rather than providing us with additional information, balanced across
specialty interests, to assist us in establishing work RVUs, the refinement panel process
generally served to rehash the issues raised and information already discussed at the RUC
meetings and considered by CMS. In contrast to the prior process of establishing interim final
values and using a refinement panel process that generally was not observed by members of the
public, we continue to believe that the current process of proposing the majority of code values
in a proposed rule, giving the public the opportunity to comment on those proposed values, and
then finalizing those values in a final rule offers greater transparency and accountability.

We also note that we did not finalize our proposal to eliminate the refinement panel
completely in CY 2016. We retain the ability to convene refinement panels for codes with
interim final values under circumstances where additional input provided by the panel is likely to
add value as a supplement to notice and comment rulemaking. We also remind interested parties
that we have established an annual process for the public nomination of potentially misvalued
codes. This process, described in the CY 2012 PFS final rule (76 FR 73058), provides an annual
means for those who believe that values for individual services are inaccurate and should be
readdressed through notice and comment rulemaking to bring those codes to our attention.

In response to comments, in the CY 2019 PFS final rule (83 FR 59515), we clarified that
terms “reference services”, “key reference services”, and “crosswalks” as described by the
commenters are part of the RUC’s process for code valuation. These are not terms that we
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the purposes of discussing our valuation of individual services that come up for review.
However, in the interest of minimizing confusion and providing clear language to facilitate
feedback from interested parties, we stated that we would seek to limit the use of the term,
“crosswalk,” to those cases where we are making a comparison to a CPT code with the identical
work RVU. (83 FR 59515) We note that we also occasionally make use of a “bracket” for code
valuation. A “bracket” refers to when a work RVU falls between the values of two CPT codes,
one at a higher work RVU and one at a lower work RVU.

We look forward to continuing to engage with interested parties and commenters,
including the RUC, as we prioritize our obligation to value new, revised, and potentially
misvalued codes; and we will continue to welcome feedback from all interested parties regarding
valuation of services for consideration through our rulemaking process. We refer readers to the
detailed discussion in this section of the valuation considered for specific codes. Table 14
contains a list of codes and descriptors for which we are finalizing work RVUs for CY 2024; this
includes all codes for which we received RUC recommendations by February 10, 2023. The
proposed work RVUs, work time and other payment information for all CY 2024 payable codes
are available on the CMS website under downloads for the CY 2024 PFS final rule at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/index.html).

3. Methodology for the Direct PE Inputs to Develop PE RVUs
a. Background

On an annual basis, the RUC provides us with recommendations regarding PE inputs for
new, revised, and potentially misvalued codes. We review the RUC-recommended direct PE
inputs on a code by code basis. Like our review of recommended work RV Us, our review of
recommended direct PE inputs generally includes, but is not limited to, a review of information
provided by the RUC, HCPAC, and other public commenters, medical literature, and
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consultation with physicians and health care professionals within CMS and the Federal
Government, as well as Medicare claims data. We also assess the methodology and data used to
develop the recommendations submitted to us by the RUC and other public commenters and the
rationale for the recommendations. When we determine that the RUC’s recommendations
appropriately estimate the direct PE inputs (clinical labor, disposable supplies, and medical
equipment) required for the typical service, are consistent with the principles of relativity, and
reflect our payment policies, we use those direct PE inputs to value a service. If not, we refine
the recommended PE inputs to better reflect our estimate of the PE resources required for the
service. We also confirm whether CPT codes should have facility and/or nonfacility direct PE
inputs and refine the inputs accordingly.

Our review and refinement of the RUC-recommended direct PE inputs includes many
refinements that are common across codes, as well as refinements that are specific to particular
services. Table 15 details our refinements of the RUC’s direct PE recommendations at the code-
specific level. In section I1.B. of this final rule, Determination of Practice Expense Relative
Value Units (PE RVUs), we address certain refinements that will be common across codes.
Refinements to particular codes are addressed in the portions of that section that are dedicated to
particular codes. We note that for each refinement, we indicate the impact on direct costs for
that service. We note that, on average, in any case where the impact on the direct cost for a
particular refinement is $0.35 or less, the refinement has no impact on the PE RVUs. This
calculation considers both the impact on the direct portion of the PE RVU, as well as the impact
on the indirect allocator for the average service. In this final rule, we also note that many of the
refinements listed in Table 14 result in changes under the $0.35 threshold and would be unlikely
to result in a change to the RVUs.

We note that the direct PE inputs for CY 2024 are displayed in the CY 2024 direct PE
input files, available on the CMS website under the downloads for the CY 2024 PFS final rule at
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Federal-Regulation-Notices.html. The inputs displayed there have been used in developing the
CY 2024 PE RVUs as displayed in Addendum B.

b. Common Refinements

(1) Changes in Work Time

Some direct PE inputs are directly affected by revisions in work time. Specifically,
changes in the intraservice portions of the work time and changes in the number or level of
postoperative visits associated with the global periods result in corresponding changes to direct
PE inputs. The direct PE input recommendations generally correspond to the work time values
associated with services. We believe that inadvertent discrepancies between work time values
and direct PE inputs should be refined or adjusted in the establishment of proposed direct PE
inputs to resolve the discrepancies.

(2) Equipment Time

Prior to CY 2010, the RUC did not generally provide CMS with recommendations
regarding equipment time inputs. In CY 2010, in the interest of ensuring the greatest possible
degree of accuracy in allocating equipment minutes, we requested that the RUC provide
equipment times along with the other direct PE recommendations, and we provided the RUC
with general guidelines regarding appropriate equipment time inputs. We appreciate the RUC’s
willingness to provide us with these additional inputs as part of its PE recommendations.

In general, the equipment time inputs correspond to the service period portion of the
clinical labor times. We clarified this principle over several years of rulemaking, indicating that
we consider equipment time as the time within the intraservice period when a clinician is using
the piece of equipment plus any additional time that the piece of equipment is not available for
use for another patient due to its use during the designated procedure. For those services for
which we allocate cleaning time to portable equipment items, because the portable equipment
does not need to be cleaned in the room where the service is furnished, we do not include that

cleaning time for the remaining equipment items, as those items and the room are both available



for use for other patients during that time. In addition, when a piece of equipment is typically
used during follow-up postoperative visits included in the global period for a service, the
equipment time will also reflect that use.

We believe that certain highly technical pieces of equipment and equipment rooms are
less likely to be used during all of the preservice or postservice tasks performed by clinical labor
staff on the day of the procedure (the clinical labor service period) and are typically available for
other patients even when one member of the clinical staff may be occupied with a preservice or
postservice task related to the procedure. We also noted that we believe these same assumptions
will apply to inexpensive equipment items that are used in conjunction with and located in a
room with non-portable highly technical equipment items since any items in the room in question
will be available if the room is not being occupied by a particular patient. For additional
information, we referred readers to our discussion of these issues in the CY 2012 PFS final rule
with comment period (76 FR 73182) and the CY 2015 PFS final rule with comment period
(79 FR 67639).

(3) Standard Tasks and Minutes for Clinical Labor Tasks

In general, the preservice, intraservice, and postservice clinical labor minutes associated
with clinical labor inputs in the direct PE input database reflect the sum of particular tasks
described in the information that accompanies the RUC-recommended direct PE inputs,
commonly called the “PE worksheets.” For most of these described tasks, there is a standardized
number of minutes, depending on the type of procedure, its typical setting, its global period, and
the other procedures with which it is typically reported. The RUC sometimes recommends a
number of minutes either greater than or less than the time typically allotted for certain tasks. In
those cases, we review the deviations from the standards and any rationale provided for the
deviations. When we do not accept the RUC-recommended exceptions, we refine the proposed

direct PE inputs to conform to the standard times for those tasks. In addition, in cases when a



service is typically billed with an E/M service, we remove the preservice clinical labor tasks to
avoid duplicative inputs and to reflect the resource costs of furnishing the typical service.

We refer readers to section II.B. of this final rule, Determination of Practice Expense
Relative Value Units (PE RVUs), for more information regarding the collaborative work of CMS
and the RUC in improvements in standardizing clinical labor tasks.

(4) Recommended Items that are not Direct PE Inputs

In some cases, the PE worksheets included with the RUC’s recommendations include
items that are not clinical labor, disposable supplies, or medical equipment or that cannot be
allocated to individual services or patients. We addressed these kinds of recommendations in
previous rulemaking (78 FR 74242), and we do not use items included in these recommendations
as direct PE inputs in the calculation of PE RV Us.

(5) New Supply and Equipment Items

The RUC generally recommends the use of supply and equipment items that already exist
in the direct PE input database for new, revised, and potentially misvalued codes. However,
some recommendations include supply or equipment items that are not currently in the direct PE
input database. In these cases, the RUC has historically recommended that a new item be created
and has facilitated our pricing of that item by working with the specialty societies to provide us
copies of sales invoices. For CY 2024 we received invoices for several new supply and
equipment items. Tables 17 and 18 detail the invoices received for new and existing items in the
direct PE database. As discussed in section II.B. of this final rule, Determination of Practice
Expense Relative Value Units, we encourage interested parties to review the prices associated
with these new and existing items to determine whether these prices appear to be accurate.
Where prices appear inaccurate, we encourage interested parties to submit invoices or other
information to improve the accuracy of pricing for these items in the direct PE database by
February 10th of the following year for consideration in future rulemaking, similar to our process

for consideration of RUC recommendations.



We remind interested parties that due to the relativity inherent in the development of
RVUs, reductions in existing prices for any items in the direct PE database increase the pool of
direct PE RV Us available to all other PFS services. Tables 17 and 18 also include the number of
invoices received and the number of nonfacility allowed services for procedures that use these
equipment items. We provide the nonfacility allowed services so that interested parties will note
the impact the particular price might have on PE relativity, as well as to identify items that are
used frequently, since we believe that interested parties are more likely to have better pricing
information for items used more frequently. A single invoice may not be reflective of typical
costs, and we encourage interested parties to provide additional invoices so that we might
identify and use accurate prices in the development of PE RV Us.

In some cases, we do not use the price listed on the invoice that accompanies the
recommendation because we identify publicly available alternative prices or information that
suggests a different price is more accurate. In these cases, we include this in the discussion of
these codes. In other cases, we cannot adequately price a newly recommended item due to
inadequate information. Sometimes, no supporting information regarding the price of the item
has been included in the recommendation. In other cases, the supporting information does not
demonstrate that the item has been purchased at the listed price (for example, vendor price
quotes instead of paid invoices). In cases where the information provided on the item allows us
to identify clinically appropriate proxy items, we might use existing items as proxies for the
newly recommended items. In other cases, we include the item in the direct PE input database
without any associated price. Although including the item without an associated price means
that the item does not contribute to the calculation of the final PE RVU for particular services, it
facilitates our ability to incorporate a price once we obtain information and are able to do so.

(6) Service Period Clinical Labor Time in the Facility Setting
Generally speaking, our direct PE inputs do not include clinical labor minutes assigned to

the service period because the cost of clinical labor during the service period for a procedure in



the facility setting is not considered a resource cost to the practitioner since Medicare makes
separate payment to the facility for these costs. We address code-specific refinements to clinical
labor in the individual code sections.
(7) Procedures Subject to the Multiple Procedure Payment Reduction (MPPR) and the OPPS
Cap

We noted that the list of services for the upcoming calendar year that are subject to the
MPPR on diagnostic cardiovascular services, diagnostic imaging services, diagnostic
ophthalmology services, and therapy services; and the list of procedures that meet the definition
of imaging under section 1848(b)(4)(B) of the Act, and therefore, are subject to the OPPS cap;
are displayed in the public use files for the PFS proposed and final rules for each year. The
public use files for CY 2024 are available on the CMS website under downloads for the CY 2024
PFS final rule at http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/PFS-Federal-Regulation-Notices.html. For more information
regarding the history of the MPPR policy, we refer readers to the CY 2014 PFS final rule with
comment period (78 FR 74261 through 74263).

Effective January 1, 2007, section 5102(b)(1) of the Deficit Reduction Act of 2005 (Pub.
L. 109-171) (DRA) amended section 1848(b)(4) of the Act to require that, for imaging services,
if— (i) The TC (including the TC portion of a global fee) of the service established for a year
under the fee schedule without application of the geographic adjustment factor, exceeds (ii) The
Medicare OPD fee schedule amount established under the prospective payment system (PPS) for
HOPD services under section 1833(t)(3)(D) of the Act for such service for such year, determined
without regard to geographic adjustment under paragraph (t)(2)(D) of such section, the Secretary
shall substitute the amount described in clause (ii), adjusted by the geographic adjustment factor
[under the PFS], for the fee schedule amount for such TC for such year. As required by section
1848(b)(4)(A) of the Act, for imaging services furnished on or after January 1, 2007, we cap the

TC of the PFS payment amount for the year (prior to geographic adjustment) by the Outpatient



Prospective Payment System (OPPS) payment amount for the service (prior to geographic
adjustment). We then apply the PFS geographic adjustment to the capped payment amount.
Section 1848(b)(4)(B) of the Act defines imaging services as “imaging and computer-assisted
imaging services, including X-ray, ultrasound (including echocardiography), nuclear medicine
(including PET), magnetic resonance imaging (MRI), computed tomography (CT), and
fluoroscopy, but excluding diagnostic and screening mammography.” For more information
regarding the history of the cap on the TC of the PFS payment amount under the DRA (the
“OPPS cap”), we refer readers to the CY 2007 PFS final rule with comment period (71 FR 69659
through 69662).

For CY 2024, we identified new and revised codes to determine which services meet the
definition of “imaging services” as defined previously in this final rule for purposes of this cap.
Beginning for CY 2024, we proposed to include the following services on the list of codes to
which the OPPS cap applies: CPT codes 76883 (Ultrasound, nerve(s) and accompanying
structures throughout their entire anatomic course in one extremity, comprehensive, including
real-time cine imaging with image documentation, per extremity), 76984 (Ultrasound,
intraoperative thoracic aorta (eg, epiaortic), diagnostic), 76987 (Intraoperative epicardial
cardiac (eg, echocardiography) ultrasound for congenital heart disease, diagnostic, including
placement and manipulation of transducer), 76988 (Intraoperative epicardial cardiac (eg,
echocardiography) ultrasound for congenital heart disease, diagnostic,; placement, manipulation
of transducer, and image acquisition only), 76989 (Intraoperative epicardial cardiac (eg,
Jechocardiography) ultrasound for congenital heart disease, diagnostic, interpretation and
report only), 93584 (Venography for congenital heart defect(s), including catheter placement,
and radiological supervision and interpretation, anomalous or persistent superior vena cava
when it exists as a second contralateral superior vena cava, with native drainage to heart (List
separately in addition to code for primary procedure)), 93585 (Venography for congenital heart

defect(s), including catheter placement, and radiological supervision and interpretation,



azygos/hemi-azygos venous system (List separately in addition to code for primary procedure)),
93586 (Venography for congenital heart defect(s), including catheter placement, and
radiological supervision and interpretation, coronary sinus (List separately in addition to code
for primary procedure)), 93587 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation,; venovenous collaterals originating
at or above the heart (eg, from innominate vein) (List separately in addition to code for primary
procedure)), and 93588 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation,; venovenous collaterals originating
below the heart (eg, from the inferior vena cava) (List separately in addition to code for primary
procedure)). We believe that these codes meet the definition of imaging services under section
1848(b)(4)(B of the Act, and thus, should be subject to the OPPS cap. We note that we
previously proposed to add CPT code 76883 to the list of codes to which the OPPS cap applies in
the CY 2023 PFS proposed rule, but we did not finalize its addition, noting that it was not within
the statutory scope of services to which the OPPS cap applies, as it could not be split into
professional and technical components at that time (87 FR 69475). Since that time, we have
reinstated CPT code 76883’s PC/TC split based on feedback from billing practitioners, therefore
we proposed to add it to the OPPS cap list for CY 2024.

Comment: Some commenters requested that CMS remove CPT code 92229 (Imaging of
retina for detection or monitoring of disease; point-of-care autonomous analysis and report,
unilateral or bilateral) from the OPPS cap list because it does not include an associated PC or
physician interpretation and it is primarily utilized in the physician office setting. Commenters
also noted that this service falls outside the scope of the definition of “imaging services” under
the DRA. One commenter stated that, while it may be appropriate for the technical components
of CPT codes 92227 (Imaging of retina for detection or monitoring of disease; with remote
clinical staff review and report, unilateral or bilateral) and 92228 (Imaging of retina for

detection or monitoring of disease; with remote physician or other qualified health care



professional interpretation and report, unilateral or bilateral) to be on the OPPS Cap List, the
same logic does not apply to CPT code 92229 despite all three codes being in the same family of
codes and representing the same imaging service, only differentiated by the modality of review
and interpretation.

Response: We appreciate the commenters’ feedback regarding CPT code 92229. We note
that CPT codes 92227, 92228, and 92229 have been subject to the OPPS cap since their addition
to the OPPS cap list for CY 2021 and we did not make any proposals related to CPT code 92229
for CY 2024, therefore these comments are considered to be out of scope of the proposed rule.
We will consider the commenters’ suggestions for future rulemaking.

We did not receive public comments on the proposed additions to the OPPS cap list for
CY 2024. We are finalizing the addition of the services listed above to the list of codes to which
the OPPS cap applies, as proposed.

4. Valuation of Specific Codes for CY 2024
(1) Dorsal Sacroiliac Joint Arthrodesis (CPT code 27278)

In September 2022, CPT deleted category III CPT code 0775T (Arthrodesis, sacroiliac
Jjoint, percutaneous, with image guidance, includes placement of intra-articular implant(s) (eg,
bone allograft[s], synthetic device[s]) and created a new Category I CPT code 27278
(Arthrodesis, sacroiliac joint, percutaneous, with image guidance, including placement of intra-
articular implant(s) (eg, bone allograft[s], synthetic device[s]), without placement of
transfixation device), which was surveyed for the January 2023 RUC meeting. CPT codes 27279
(Arthrodesis, sacroiliac joint, percutaneous or minimally invasive (indirect visualization), with
image guidance, includes obtaining bone graft when performed, and placement of transfixing
device) and 27280 (Arthrodesis, sacroiliac joint, open, includes obtaining bone graft, including
instrumentation, when performed) were added as family codes to the level of interest (LOI) form
for the RUC to review. However, the specialty societies indicated that they do not consider CPT

codes 27279 and 27280 as part of the same code family and requested that they not be re-



reviewed by the RUC for the January 2023 meeting. The RUC agreed with the specialty societies
and did not review these codes at the January 2023 meeting. The RUC stated in their
recommendations for 27278 that the clinical nature of CPT codes 27279 and 27280 is
extensively disparate from 27278 for both the surgical approach and the specialties that perform
the procedures. Additionally, they stated that no substantive changes were made to CPT codes
27279 and 27280 at the September 2022 CPT panel meeting and 27279 has been reviewed by the
RUC as recently as 2018.

We proposed the RUC-recommended work RVU of 7.86 for CPT code 27278. We also
proposed the RUC-recommended direct PE inputs without refinement.

Comment: Several commenters supported CMS’ proposed valuation of 7.86 work RVUs
for CPT code 27278. They also supported CMS’ proposed RUC-recommended direct PE inputs
for the non-facility site of service as they noted that current study data has sufficiently
demonstrated safety and efficacy in the non-facility setting. However, several commenters
expressed concern that the non-facility site of service is not appropriate for this procedure. They
stated that the procedure is new and without a pre-established safety record.

Response: We thank commenters for their support of our proposed work RVU and non-
facility direct PE inputs. However, we also acknowledge other commenters’ concerns regarding
CPT code 27278 being performed in the non-facility setting. At this time, we agree with the
RUC’s recommended valuations, including the non-facility direct PE inputs. However, given
consideration of all comments received, we believe that CPT code 27278 could benefit from
additional future review by the RUC, as a service that includes a new technology supply item
(dorsal SI joint arthrodesis implant), as well as considerations for the site of service. If we were
to receive new RUC recommendations at a future date, we would consider that information and
any discussions with interested parties for rulemaking.

Comment:. Some commenters expressed concerns about the cost of the direct PE supply

item, dorsal SI joint arthrodesis implant, valued at $11,500. They stated that the high cost of this



supply will negatively impact PE RVUs and cause undesirable effects on the PFS budget
neutrality as a service with one of the highest costs on the fee schedule. Commenters were also
concerned with the potential overutilization of the service in the non-facility setting.

Response: The payment for the dorsal SI joint arthrodesis implant is based on invoices
received from the manufacturer and a formal review to determine if each direct PE input is
typical and medically necessary, which is part of our standard code review process. While we
acknowledge that the supply is a high-cost item, we do not believe it is appropriate to undervalue
a service to minimize impacts on budget neutrality. We also remind commenters that the
utilization for this new CPT category I code is crosswalked from CPT code 0775T. As such, we
do not anticipate a large impact on budget neutrality and will continue to monitor utilization as
part of our standard ratesetting process.

After consideration of the public comments, we are finalizing the RUC-recommended
work RVU of 7.86 and direct PE inputs as proposed for CPT code 27278.

(2) Vertebral Body Tethering (CPT codes 22836, 22837, and 22838)

At the September 2022 CPT Panel meeting, two new Category I CPT codes, 22836
(Anterior thoracic vertebral body tethering, including thoracoscopy, when performed; up to 7
vertebral segments) and 22837 (Anterior thoracic vertebral body tethering, including
thoracoscopy, when performed; 8 or more vertebral segments) were established for thoracic
tethering. In addition, another new Category I CPT code, 22838 (Revision (eg, augmentation,
division of tether), replacement, or removal of thoracic vertebral body tethering, including
thoracoscopy, when performed) was established for tether revision, replacement or removal. This
code family was then surveyed for the January 2023 RUC meeting.

We proposed the RUC-recommended work RVUs of 32.00 for CPT code 22836, 35.50
for CPT code 22837, and 36.00 for CPT code 22838. We also proposed the RUC-recommended

direct PE inputs without refinement.



Comment: We received comments in support of the proposed work RVU and direct PE
inputs for this code family.

Response: We thank commenters for their support. After consideration of the public
comments, we are finalizing our work RVU and direct PE inputs for the codes in the Vertebral
Body Tethering family as proposed.

(3) Total Disc Arthroplasty (CPT codes 22857 and 22860)

In September 2021, the CPT Editorial Panel created CPT Category I code 22860 to
describe Total disc arthroplasty (artificial disc), anterior approach, including discectomy to
prepare interspace (other than for decompression); second interspace, lumbar (List separately in
addition to code for primary procedure) and replace CPT Category III code 0163T (7otal disc
arthroplasty (artificial disc), anterior approach, including discectomy to prepare interspace
(other than for decompression), each additional interspace, lumbar (List separately in addition
to code for primary procedure)), which prompted CPT codes 22860 and 22857 (Total disc
arthroplasty (artificial disc), anterior approach, including discectomy to prepare interspace
(other than for decompression), single interspace, lumbar) to be surveyed for the January 2022
RUC meeting. At the January 2022 RUC meeting, the specialty societies indicated, and the RUC
agreed, that the survey results for both CPT codes 22857 and 22860 were erroneous and that the
codes should be resurveyed for the April 2022 RUC meeting. Therefore, we proposed and
finalized to maintain the RUC-recommended work RVU of 27.13 for CPT code 22857 and
contractor pricing for CPT code 22860 for CY 2023.

For CY 2024, we proposed the April 2022 RUC-recommended work RVU of 27.13 for
CPT code 22857, which represents no change from the current work RVU. For CPT code 22860,
we disagreed with the April 2022 RUC-recommended survey median work RVU of 7.50 and
proposed the survey (with experience) 25™ percentile work RVU of 6.88. We noted that, of the
46 Z77-codes with an intraservice time of 60 minutes, only 4 have a work RVU higher than the

RUC-recommended 7.50.



We noted that our proposed work RVU of 6.88 will maintain relativity with CPT codes
22552 (Arthrodesis, anterior interbody, including disc space preparation, discectomy,
osteophytectomy and decompression of spinal cord and/or nerve roots; cervical below C2, each
additional interspace (List separately in addition to code for primary procedure)) (work RVU =
6.50, 45 minutes intra-service and 50 minutes total time), which is an anterior approach spine
procedure that requires less time, and CPT code 22208 (Osteotomy of spine, posterior or
posterolateral approach, 3 columns, 1 vertebral segment (eg, pedicle/vertebral body
subtraction), each additional vertebral segment (List separately in addition to code for primary
procedure)) (work RVU = 9.66, 120 minutes intra-service and 135 minutes total time). As the
RUC mentioned in their recommendations, these codes appropriately bracket CPT code 22860
and demonstrate relativity among similar surgical spine add-on codes. The RUC noted that their
recommended work RVU of 7.50 reflects the increased intensity of spine procedures performed
from an anterior approach, but we note that CPT code 22226 (Osteotomy of spine, including
discectomy, anterior approach, single vertebral segment; each additional vertebral segment (List
separately in addition to code for primary procedure)), which represents an anterior approach,
and CPT code 22216 (Osteotomy of spine, posterior or posterolateral approach, I vertebral
segment, each additional vertebral segment (List separately in addition to primary procedure)),
which represents a posterior or posterolateral approach, are both valued at 6.03 work RVUs and
have identical IWPUTs of 0.1005. CPT codes 22216 and 22226 are ZZZ codes and have
identical times as CPT code 22860, and therefore, we believe the proposed survey (with
experience) 25" percentile work RVU of 6.88 for CPT code 22860 is more appropriate than the
RUC recommended work RVU.

We proposed the RUC-recommended direct PE inputs for both codes without refinement.

Comment. Some commenters disagreed with the proposed work RVU of 6.88 for CPT
code 22860 and encouraged CMS to finalize the RUC-recommended work RVU of 7.50. Some

commenters reiterated that CPT codes 22552 and 22208 appropriately bracket CPT code 22860,



with work RVUs of 6.50 and 9.66, respectively. Some commenters also stated that the exposure
of the second interspace (represented by CPT code 22860) is technically more difficult than the
initial interspace (represented by CPT code 22857) and more intense compared to an osteotomy
of the spine (represented by CPT codes 22208 and 22226). Commenters generally disagreed with
the comparison of CPT code 22860 to CPT codes 22216 and 22226 because they were valued
over 25 years ago and had limited survey responses.

Response: We agree with the commenters that the intensity of the second interspace
exposure (CPT code 22860) is greater than the identically timed CPT code 22226, which
represents an anterior approach osteotomy of the spine, and the technical difficulty of the first
interspace exposure (CPT code 22857). The proposed work RVU of 6.88 for CPT code 22860
accurately values the surgeon’s 60 minutes of intraservice time more than the identical 60
minutes of intraservice time for CPT code 22226 and yields a higher intensity (IWPUT) of 0.115
for CPT code 22860 for the exposure of the second interspace compared to exposure of the first
interspace in CPT code 22857 of 0.092. Commenters were supportive of bracketing a work RVU
of 7.50 with CPT codes 22552 and 22208, with work RVUs of 6.50 and 9.66, respectively, but
we note that the proposed work RVU of 6.88 is also appropriately bracketed by these codes as
well.

After consideration of the public comments, we are finalizing a work RVU of 27.13 for
CPT code 22857 and a work RVU of 6.88 for CPT code 22860, as proposed. We are also
finalizing the direct PE inputs as proposed.

(4) Phrenic Nerve Stimulation System (CPT codes 33276, 33277, 33278, 33279, 33280, 33281,
33287, 33288, 93150, 93151, 93152, and 93153)

In September 2022, the CPT Editorial Panel created eight new Category I CPT codes to
describe the insertion, repositioning, removal, and removal and replacement of a phrenic nerve
stimulator system, as well as adding four additional new Category I codes to describe activation,

interrogation, and programming of a phrenic nerve stimulator system. These new codes will



replace thirteen Category III codes, 0424T-0436T. The twelve new Category I codes were
surveyed and then reviewed for the January 2023 RUC meeting.

We proposed the RUC-recommended work RVU for all twelve codes in the Phrenic
Nerve Stimulation System family. We proposed a work RVU of 9.50 for CPT code 33276
(Insertion of phrenic nerve stimulator system (pulse generator and stimulating lead[s]) including
vessel catheterization, all imaging guidance, and pulse generator initial analysis with diagnostic
mode activation when performed), a work RVU of 5.43 for CPT code 33277 (Insertion of
phrenic nerve stimulator transvenous sensing lead), a work RVU of 9.55 for CPT code 33278
(Removal of phrenic nerve stimulator including vessel catheterization, all imaging guidance, and
interrogation and programming, when performed, system, including pulse generator and
lead(s)), a work RVU of 5.42 for CPT code 33279 (Removal of phrenic nerve stimulator
including vessel catheterization, all imaging guidance, and interrogation and programming,
when performed; transvenous stimulation or sensing lead(s) only), a work RVU of 3.04 for CPT
code 33280 (Removal of phrenic nerve stimulator including vessel catheterization, all imaging
guidance, and interrogation and programming, when performed, pulse generator only), a work
RVU of 6.00 for CPT code 33281 (Repositioning of phrenic nerve stimulator transvenous
lead(s)), a work RVU of 6.05 for CPT code 33287 (Removal and replacement of phrenic nerve
stimulator including vessel catheterization, all imaging guidance, and interrogation and
programming when performed, pulse generator), a work RVU of 8.51 for CPT code 33288
(Removal and replacement of phrenic nerve stimulator including vessel catheterization, all
imaging guidance, and interrogation and programming when performed, transvenous
stimulation or sensing lead), a work RVU of 0.85 for CPT code 93150(Therapy activation of
implanted phrenic nerve stimulator system including all interrogation and programming), a
work RVU of 0.80 for CPT code 9X046 (Interrogation and programming (minimum one

parameter) of implanted phrenic nerve stimulator systemX047 (), and a work RVU of 0.43 for



CPT code 93153 (Interrogation, without programming of implanted phrenic nerve stimulator
system).

We proposed to refine the CA039 Post-operative visits (total time) for CPT code 33287
from 36 minutes to 53 minutes to reflect the fact that this code has a Level 4 office visit and not a
Level 3 office visit included in its global period; we believe that this was an unintended technical
error in the RUC recommendation. We also proposed to refine the equipment time for the exam
table (EF023) equipment from 36 minutes to 53 minutes for CPT code 33287 to conform to this
change in clinical labor time. For all other codes, we proposed the direct PE inputs as
recommended by the RUC without refinement.

Comment: Several commenters stated that they supported the CMS proposal of the
RUC’s recommended work RV Us for all twelve codes in the family. Several commenters also
stated that they agreed with the correction of a clerical error in the CA039 Post-operative visits
(total time) for CPT code 33287 and otherwise supported the CMS proposal of the RUC’s
recommended direct PE inputs.

Response: We appreciate the support for our proposals from the commenters.

After consideration of the public comments, we are finalizing the work RVUs and direct
PE inputs for the code family as proposed.

(5) Posterior Nasal Nerve Ablation (CPT codes 30117, 30118, 31242, and 31243)

In September 2022, the CPT Editorial Panel created two new endoscopy codes for
ablation of the posterior nasal nerve: CPT code 31242 (Nasal/sinus endoscopy, surgical; with
destruction by radiofrequency ablation, posterior nasal nerve), and CPT code 31243
(Nasal/sinus endoscopy, surgical; with destruction by cryoablation, posterior nasal nerve). In
preparation for the January 2023 RUC meeting, both new posterior nasal nerve codes, 31242 and
31243, as well as family CPT codes 30117 and 30118, were surveyed. For CY 2024, the RUC
recommended a work RVU of 3.91 for CPT code 30117, a work RVU 0f 9.55 for CPT code

30118, and a work RVU of 2.70 for both CPT codes 31242 and 31243.



We proposed the RUC-recommended work RVU of 3.91 for CPT code 30117. We
proposed to remove the clinical labor for the CA037 (Conduct patient communications) activity
code for CPT code 30117. This clinical labor is associated with patient communications which
already take place during the CA036 (Discharge day management) activity code for 10-day and
90-day global procedures. We proposed to remove this clinical labor as it would be duplicative
with the communications already taking place under the CA036 activity code. We proposed to
delete supply item SB027 (gown, staff, impervious) because supply items SA042 (pack, cleaning
and disinfecting, endoscope) and SA043 (pack, cleaning, surgical instruments) each include this
same item. Supply items SA042 and SA043 are both included in the direct PE inputs for CPT
code 30117.

We disagreed with the RUC-recommended work RVU of 9.55 for CPT code 30118 and
proposed a work RVU of 7.75, based on a direct crosswalk from CPT code 28298 (Correction,
hallux valgus (bunionectomy), with sesamoidectomy, when performed; with proximal phalanx
osteotomy, any method) which has the same 60 minutes of intra-service time and similar total
time as CPT code 30118. We believe the work RVU should be lower than the RUC
recommendation of 9.55 to reflect the decrease in intra-service time from 105 minutes to 60
minutes, and the decrease in total time from 288 minutes to 211 minutes. In the case of CPT code
30118, the intra-service work time is decreasing by 43 percent and the total work time is
decreasing by 27 percent but the RUC-recommended work RVU is only decreasing by 4 percent.
Although we do not imply that the decrease in time as reflected in survey values must equate to a
one-to-one or linear decrease in the valuation of work RVUs, we believe that since the two
components of work are time and intensity, significant decreases in the surveyed work time
should be reflected in commensurate decreases to work RV Us.

We also noted that at the RUC-recommended work RVU of 9.55, the intensity of CPT
code 30118 would be increasing by more than 50 percent. We disagreed that there would be such

a significant increase in the intensity for the procedure, as it is transitioning from inpatient to



outpatient status which suggests that the intensity has remained the same or decreased over time.
We also disagreed that this would be the case since the intensity for CPT code 30117 is
decreasing at the RUC-recommended work RVU of 3.91. Therefore, we also proposed a work
RVU of 7.75 because it maintains the current intensity of CPT code 30118 instead of resulting in
an increase in intensity. The work RVU of 7.75 is supported by the reference CPT codes we
compared to CPT code 30118 with the same 60 minutes of intra-service time and similar total
time as CPT code 30118; reference CPT code 11970 (Replacement of tissue expander with
permanent implant) has a work RVU of 7.49, and reference CPT code 19325 (Breast
augmentation with implant) has a work RVU of 8.12. We believe the RVU of 7.75 is a more
appropriate value overall than 9.55 when compared to the range of codes with the same intra-
service time and similar total time.

We proposed to remove the clinical labor for the CA037 (Conduct patient
communications) activity code for CPT code 30118. This clinical labor is associated with patient
communications which already take place during the CA036 (Discharge day management)
activity code for 10-day and 90-day global procedures. We proposed to remove this clinical
labor from CPT code 30118 as it would be duplicative with the communications already taking
place under the CA036 activity code.

We proposed the RUC-recommended work RVU of 2.70 for CPT codes 31242 and
31243. Both CPT codes 31242 and 31243 are endoscopic procedures; therefore, we proposed
CPT code 31231 (Nasal endoscopy, diagnostic, unilateral or bilateral (separate procedure)) as
the endoscopic base code for both of these codes because the description of these procedures
includes what is described for CPT code 31231, with the additional component of the posterior
nasal nerve ablation. Both of these procedures are performed with an endoscope. CPT codes
31242 and 31243 are not add-on codes, and both have a 0-day global period. The endoscopic
base code that we are assigning to CPT codes 31242 and 31243 is used in a specific type of

multiple procedure payment reduction that applies to some endoscopy codes.



We proposed to refine the RUC-recommended direct PE inputs for both CPT codes
31242 and 31243. For CPT code 31242, we are refining the equipment time for the ES031
equipment (scope video system (monitor, processor, digital capture, cart, printer, LED light))
from 39 minutes to 32 minutes. The RUC used the CA025 (clean scope) time of 10 minutes
instead of the CA024 (clean room/equipment by clinical staff) time of 3 minutes in the Scope
Systems formula, when the time for CA024 is the standard; we believe that this was an
unintended technical error in the RUC recommendation. We are similarly refining the
equipment time for ES031 from 39 minutes to 34 minutes for CPT code 31243.

For CPT code 31243, we are refining the equipment time for the ES040 equipment
(PROXY endoscope, rigid, sinoscopy (0 degrees)) from 39 minutes to 41 minutes because the
RUC used 18 minutes of intra-service time for CA018 (A4ssist physician or other qualified
healthcare professional---directly related to physician work time (100%)) instead of 20 minutes
in the standard Scope formula. Also, for both CPT codes 31242 and 31243, we proposed to
delete supply item SB027 (gown, staff, impervious) because SA042 (pack, cleaning and
disinfecting, endoscope) and SA043 (pack, cleaning, surgical instruments) each include this
same item. Supply items SA042 and SA043 are both included in the PE inputs for CPT codes
31242 and 31243.

The following is a summary of the comments we received and our responses.

Comment. Commenters supported CMS’ proposal of the RUC-recommended work
RVUs for CPT codes 30117, 31242, and 31243.

Response: We thank the commenters for their support, and we are finalizing the RUC-
recommended work RVU of 3.91 for CPT code 30117, and the work RVU of 2.70 for CPT codes
31242 and 31243, as proposed.

Comment: For CPT code 30118, we received a few comments that disagreed with CMS’
proposed work RVU of 7.75. The commenters stated that the proposed work RVU of 7.75 fails

to maintain relativity within the code family of CPT codes 30117, 30118, 31242 and 31243, and



it does not account for the higher clinical complexity and intraoperative intensity for CPT code
30118. Commenters stated that the intra-service time required for CPT code 30118 is twice as
long as CPT code 30117, which is attributable to the difficulty of this procedure. One
commenter stated that the intensity (IWPUT) for CPT code 30118 is 0.079, which is more than
four times the typical intensity of work compared to the IWPUT of 0.018 for CPT code 30117.
Commenters stated that the proposed CMS crosswalk of CPT code 28298 was completely
inappropriate in terms of intensity, and the skill needed to perform CPT code 30118 is greater
than CPT code 28298. Although CPT code 28298 has similar intra-service time and total time, it
has an IWPUT of 0.047 which is considerably less than the IWPUT for CPT code 30118. In
addition, commenters stated that the two comparison codes that CMS chose as support for the
CPT code 28298 crosswalk (CPT codes 11970 and 19325) do not compare in intensity to CPT
code 30118, even though they have similar intra-service time and total time. Commenters also
stated that CPT code 30118 was undervalued in terms of its intensity during the initial Harvard
valuation.

Response: We disagree with the commenters and continue to believe that a direct
crosswalk from CPT code 28298 is appropriate since it has the same 60 minutes of intra-service
time and similar total time as CPT code 30118. We also believe that the nature of the PFS
relative value system is such that all services are appropriately subject to comparisons to one
another. Although codes that describe clinically similar services are sometimes stronger
comparator codes, we do not agree that codes must share the same site of service, patient
population, or utilization level to serve as an appropriate crosswalk. The work RVU for CPT
code 30118 should be lower than the RUC recommendation of 9.55 to reflect the decrease in
intra-service time from 105 minutes to 60 minutes, and the decrease in total time from 288
minutes to 211 minutes. Although we do not imply that the decrease in time as reflected in

survey values must equate to a one-to-one or linear decrease in the valuation of work RVUs, we



believe that since the two components of work are time and intensity, significant decreases in the
surveyed work time should be reflected in commensurate decreases to work RVUs.

The intensity of CPT code 30118 would increase by more than 50 percent with the RUC-
recommended RVU of 9.55. However, we disagree that the intensity for CPT code 30118 would
increase in such a significant way because this procedure is transitioning from an inpatient to an
outpatient status. We also note that the intensity for CPT code 30117 has decreased with the
RUC-recommended work RVU of 3.91. Therefore, we believe that our proposed work RVU of
7.75, which maintains the current intensity of CPT code 30118 instead of resulting in an increase
in intensity, is the most accurate valuation for this service. We continue to believe that the
proposed work RVU of 7.75 is a more appropriate value overall than the RUC’s recommended
work RVU of 9.55 when compared to the range of codes with the same intra-service time and
similar total time. Therefore, we are finalizing the proposed work RVU of 7.75 for CPT code
30118.

Comment: For CPT code 31243, one commenter disagreed with the scope video system
PE input equipment time refinement from 39 minutes to 34 minutes for ES031 and requested that
we accept the RUC recommendation of 39 minutes, which they stated was the appropriate value
for this input.

Response: We disagree with the commenter. The standard Scope Systems equipment
formula the RUC used was incorrect. For CPT code 31243, the RUC initially recommended 39
minutes for PE input ES031. However, the RUC used the CA025 clinical labor task instead of
CAO024 in the formula; this was in error since CA024 is in the standard Scope Systems formula
and CA025 is not. Using CA024 results in 7 minutes less time for ES031. Also, the RUC
inadvertently used 18 minutes of intra-service time for CAO18 in the formula instead of 20
minutes. Using the correct time of 20 minutes for CA018 results in an increase of 2 minutes.
The net result of these corrections is 34 minutes for ES031 ((39 + 2) — 7 = 34). We also note that

the RUC comments on the PE inputs for CPT code 31243 agreed with our proposed refinement



for ES031. Therefore, for CPT code 31243 we are finalizing the equipment time refinement of
34 minutes for ES031 as proposed.

Comment: For CPT codes 30117 and 30118, some commenters disagreed with the
proposal to remove the clinical labor for the CA037 activity code from the direct PE inputs.
Commenters stated that this is a follow-up phone call by staff to see how the patient is doing, 1
to 2 days after the procedure, and should be included in both the facility and non-facility settings.
The commenters stated that this staff contact with the patient is completely different than, and
separate from, what occurs the day of the procedure for CA036. While a follow-up phone call is
outside of the 090-day global standard, this type of postoperative communication is evolving and
reflects best practice.

Response: We continue to believe that the CA037 clinical labor task should not be
included in the PE inputs for CPT codes 30117 and 30118 since the standard for the post-
operative period for 010-day and 090-day global procedures does not include clinical labor for
phone calls as a separate direct PE input, and both of these codes are 090-day global procedures.
We also continue to believe that CA037 is duplicative with the communications already taking
place under the CA036 clinical labor activity. Therefore, we are finalizing the PE input
refinement to remove the CA037 clinical labor from CPT codes 30117 and 30118.

After consideration of the public comments, we are finalizing the work RVU values for
the Posterior Nasal Nerve Ablation code family (CPT codes 30117, 30118, 31242, and 31243) as
proposed. We are also finalizing the direct PE inputs for CPT codes 30117, 30118, 31242, and
31243 as proposed.

(6) Cystourethroscopy with Urethral Therapeutic Drug Delivery (CPT code 52284)

In September 2022, the CPT Editorial Panel replaced Category III code 0499T
(Cystourethroscopy, with mechanical dilation and urethral therapeutic drug delivery for urethral
stricture or stenosis, including fluoroscopy, when performed) with the new Category I CPT code

52284 (Cystourethroscopy, with mechanical urethral dilation and urethral therapeutic drug



delivery by drug coated balloon catheter for urethral stricture or stenosis, male, including
fluoroscopy, when performed) to describe cystourethroscopy with mechanical urethral dilation
and urethral therapeutic drug delivery. For CY 2024, the RUC recommended a work RVU of
3.10 for CPT code 52284.

We proposed the RUC-recommended work RVU of 3.10 for CPT code 52284. We also
proposed the RUC-recommended direct PE inputs for CPT code 52284 without refinement.

Since this is an endoscopic procedure, we proposed CPT code 52000 (Cystourethroscopy
(separate procedure)) as the endoscopic base code for CPT code 52284 because the description
of this procedure includes what is described for CPT code 52000 with the additional component
of the urethral therapeutic drug delivery. This procedure is performed with a cystoscope. CPT
code 52284 is not an add-on code, it has a 0-day global period. The endoscopic base code that
we assigned to CPT code 52284 is a specific type of multiple procedure payment reduction that
applies to some endoscopy codes.

The following is a summary of the comments we received and our responses.

Comment: The commenters supported CMS’ proposal of the RUC-recommended work
RVU and direct PE inputs.

Response: We thank the commenters for their support and are finalizing as proposed.

After consideration of the public comments, we are finalizing the work RVU of 3.10 for
the CPT code 52284 as proposed. We are also finalizing the direct PE inputs for code 52284
without refinement.

(7) Transcervical RF Ablation of Uterine Fibroids (CPT code 58580)

In September 2022, the CPT Editorial Panel deleted Category III code 0404T
(Transcervical uterine fibroid(s) ablation with ultrasound guidance, radiofrequency) and created
a new Category I CPT code 58580 (Transcervical ablation of uterine fibroid(s), including
intraoperative ultrasound guidance and monitoring, radiofrequency) to report and describe

transcervical radiofrequency ablation of uterine fibroid(s) which prompted CPT code 58580 to be



surveyed for the January 2023 RUC meeting. At the January 2023 RUC meeting, the specialty
societies indicated, and the RUC agreed, that the survey results for CPT code 58580 showed that
the survey 25™ percentile work RVU of 7.21 appropriately recognizes the work involved in this
service.

We proposed the RUC-recommended work RVU of 7.21 for CPT code 58580. We note
that the RUC recommended in their review that CPT code 58580 be placed on the New
Technology list to be re-reviewed by the RUC in 3 years to ensure correct valuation and
utilization assumptions. We will revisit the valuations of CPT code 58580 in future rulemaking
as needed, based on our typical annual review process.

CPT code 58580 includes a medium instrument pack (EQ138) as one of the practice
expense inputs for this code. Since the medium instrument pack is classified as equipment, it
should include time for cleaning the surgical instrument package. We noted a mistake in one of
the equipment time formulas for the medium instrument pack (EQ138), which used the CA024
clean room/equipment by clinical staff time instead of the CA026 clean surgical instrument
package time in the equipment formula. Therefore, we proposed to refine the medium instrument
pack equipment time from 65 minutes to 77 minutes to conform to our established policy for
surgical instrument packs; otherwise, we proposed the RUC-recommended direct PE inputs
without refinement.

Comment: Several commenters supported the CMS proposal of the RUC-recommended
work RVU of 7.21. Commenters also agreed with the proposed refinement to the medium
instrument pack (EQ138) equipment time.

Response: We appreciate the support for our proposed policies from the commenters.

Comment: A few commenters disagreed with the CMS proposal of the RUC-
recommended work RVU of 7.21 for CPT code 58580. The commenters stated that the RUC’s
recommendation of a work RVU of 7.21 for this procedure was insufficient and suggested that

CPT code 58674, to which CMS has assigned a work RVU of 14.08, would be more appropriate.



Another commenter suggested that CMS increase the work RVU for CPT code 58580 to 8.00 to
bring the valuation in line with CPT code 22514, which has a work RVU of 7.99 and which the
RUC used as a comparator code.

Response: We thank the commenters for their suggestions; however we disagree with the
commenters and continue to agree with the RUC that a work RVU of 7.21 is the most accurate
valuation for CPT code 58580. The suggestion from commenters to assign a work RVU of 14.08
based on a crosswalk to CPT code 58674 would not be appropriate for CPT code 58580, as CPT
code 58674 is a surgical laparoscopy with more than double the intraservice work time. The
alternate suggestion of finalizing a work RVU of 8.00 based on a near-match of CPT code 22514
is a better fit, as this code shares the same intraservice work time and similar total work time
with CPT code 58580. However, we believe that CPT code 22514 is a more intensive procedure
as compared with CPT code 58580 due to its nature as a percutaneous vertebral augmentation,
which justifies having a higher work RVU.

At the January 2023 RUC meeting, the specialty societies indicated, and the RUC agreed,
that the survey results for CPT code 58580 showed that the survey 25™ percentile work RVU of
7.21 appropriately recognizes the work involved in this service. To justify a work RVU of 7.21,
the RUC also referenced top key reference code CPT code 58356 (Endometrial cryoablation
with ultrasonic guidance, including endometrial curettage, when performed) with a work RVU=
6.41, intra-service time of 45 minutes, total time of 167 minutes, and noted that although both
services involve identical intra-service time, the majority of survey respondents that selected this
key reference code indicated the surveyed code was a more intense and complex service to
perform (94 percent). While we do not always agree with the RUC, we believe that the proposed
work RVU of 7.21 accurately captures the work completed in this service.

Comment: One commenter stated that the proposed non-facility practice expense RVU

for CPT code 58580 would be insufficient for the costs expected in an office setting.



Response: We appreciate the concerns raised by the commenter; however, the commenter
did not specify which additional PE expenses were not being captured in the proposed valuation
for CPT code 58580. If the commenter has reason to believe that the RUC’s recommended direct
PE inputs failed to capture the costs associated with this procedure, we encourage them to
consider nominating CPT code 58580 as potentially misvalued for addition review. (We direct
readers to the Potentially Misvalued Services Under the PFS (section II.C.) earlier in this final
rule for additional details).

Comment: Several commenters recommended that CMS increase the malpractice RVU
for CPT code 58580, as they stated that the proposed value was insufficient to cover malpractice
costs.

Response: The malpractice RVU for each service is a derived valuation largely based on
the work RVU and the risk factors associated with the specialties reporting that service in claims
data. We do not propose specific malpractice RVUs which are derived as a result of our larger
ratesetting process; for additional information, we direct readers to the Determination of
Malpractice Relative Value Units (RVUs) (section II.H.) in last year’s final rule (87 FR 69634
through 69641).

After consideration of the public comments for CPT code 58580, we are finalizing the
RUC-recommended work RVU of 7.21 as proposed. We are also finalizing our proposal to refine
the medium instrument pack equipment time from 65 minutes to 77 minutes to conform to our
established policy for surgical instrument packs. Otherwise, we are finalizing the RUC-
recommended direct PE inputs without refinement.

(8) Suprachoroidal Injection (CPT code 67516)

In September 2022, the CPT Editorial Panel introduced category I CPT code 67516 as a
new code. CPT code 67516 describes suprachoroidal injection, which is the injection of
medication into the space between the choroid and the sclera of the eye with procedure-specific

needles and an injection kit. CPT code 67516 replaces temporary category III CPT code 0465T



(Suprachoroidal injection of a pharmacologic agent (does not include supply of medication)),
which was contractor priced. While there are other existing general CPT codes for injections to
the eye, the AMA RUC is adding CPT code 67516(Suprachoroidal space injection of
pharmacologic agent (separate procedure) (Report medication separately)) to describe a more
specific service to better distinguish this procedure from the rest of the codes for eye injections in
this family. CPT code 67516 is a 000-day global code and currently, there is only one FDA-
approved medication to treat macular edema associated with uveitis which is reported separately
with HCPCS J-code J3299 triamcinolone acetonide (Xipere®).

We proposed the RUC-recommended work RVU of 1.53 for CPT code 67516. We also
proposed the RUC-recommended direct PE inputs for the code without refinement.

Comment. We received a few comments for CPT code 67516 in favor of establishing
this code as a permanent category I code with active pricing. We received no comments
opposing CPT code 67516.

Response: We thank commenters for taking the time to submit comments.

After reviewing the comments, we are finalizing the proposed work RVU and direct PE
inputs for CPT code 67516.

(9) Skull Mounted Cranial Neurostimulator (CPT codes 61889, 61891, and 61892)

In February 2022, the CPT Editorial Panel created codes 61889, 61891, and 61892 to
describe Skull-Mounted Cranial Neurostimulator, and these codes were surveyed for the October
2022 RUC meeting.

We proposed the RUC-recommended work RVU of 25.75 for CPT code 61889 (Insertion
of skull-mounted cranial neurostimulator pulse generator or receiver, including craniectomy or
craniotomy, when performed, with direct or inductive coupling, with connection to depth and/or
cortical strip electrode array(s)), the RUC-recommended work RVU of 11.25 for CPT code
61891 (Revision or replacement of skull-mounted cranial neurostimulator pulse generator or

receiver with connection to depth and/or cortical strip electrode array(s)), and the RUC-



recommended work RVU of 15.00 for CPT code 61892 (Removal of skull-mounted cranial
neurostimulator pulse generator or receiver with cranioplasty, when performed).

We proposed the RUC-recommended direct PE inputs for CPT codes 61889, 61891, and
61892 without refinement.

We did not receive comments on our proposals. We are finalizing as proposed the RUC-
recommended work RVU and PE inputs for CPT codes 61889, 61891, and 61892 respectively.
(10) Spinal Neurostimulator Services (CPT codes 63685, 63688, 64596, 64597, and 64598)

For CPT codes 63685 (Insertion or replacement of spinal neurostimulator pulse
generator or receiver requiring pocket creation and connection between electrode array and
pulse generator or receiver) and 63688 (Revision or removal of implanted spinal
neurostimulator pulse generator or receiver, with detachable connection to electrode array) we
proposed the RUC-recommended work RVUs of 5.19 and 4.35, respectively. We proposed the
RUC-recommended direct PE inputs for CPT codes 63685 and 63688 without refinement.

We agreed with the RUC recommended contractor pricing for CPT codes 64596
(Insertion or replacement of percutaneous electrode array, peripheral nerve, with integrated
neurostimulator including imaging guidance, when performed; initial electrode array), 64597
(Insertion or replacement of percutaneous electrode array, peripheral nerve, with integrated
neurostimulator including imaging guidance, when performed, each additional electrode array),
and 64598 (Revision or removal of neurostimulator electrode array, peripheral nerve, with
integrated neurostimulator); and we proposed contractor pricing for these three codes.

Comment: One commenter disagreed with the proposed work RVU of 4.35 for CPT code
63688, stating that the current work RVU of 5.30 is more appropriate. This commenter stated,
without further explanation, that the valuation of the revision code should be greater than the
initial insertion, as it is more complex to revise or remove an existing implant than to insert a

new implant.



Response: We appreciate the feedback, but we note that the RUC’s Summary of
Recommendations (SOR) for CPT code 63688 contained two key reference codes that
appropriately support the proposed valuation. Without additional data provided by the
commenter, we continue to believe that the RUC-reviewed survey 25th percentile work RVU of
4.35 accurately reflects the time and intensity of CPT code 63688.

Comment: Several commenters stated that they supported the proposal of the RUC-
recommended work RVUs and direct PE inputs for CPT codes 63685 and 63688. These
commenters also supported our proposal to assign contractor pricing to CPT codes 64596,
64597, and 64598.

Response: We appreciate the support for our proposals from commenters.

After consideration of all comments on our proposals for CPT codes 63685 and 63688,
we are finalizing the RUC-recommended work RVUs of 5.19 and 4.35, respectively. We are
finalizing the RUC-recommended direct PE inputs for CPT codes 63685 and 63688 without
refinement. We are also finalizing the RUC-recommended contractor pricing for CPT codes
64596, 64597, and 64598 as proposed.

(11) Neurostimulator Services-Bladder Dysfunction (CPT codes 64590 and 64595)

For CPT codes 64590 (Insertion or replacement of peripheral, sacral, or gastric
neurostimulator pulse generator or receiver, requiring pocket creation and connection between
electrode array and pulse generator or receiver) and 64595 (Revision or removal of peripheral,
sacral, or gastric neurostimulator pulse generator or receiver, with detachable connection to
electrode array) we proposed the RUC-recommended work RVUs of 5.10 and 3.79,
respectively.

We requested clarification on the direct PE inputs for CPT code 64590 in the non-facility
setting. Specifically, we believed the RUC inadvertently proposed 56 minutes of equipment time
for the EQ114 equipment (electrosurgical generator), instead of 48 minutes using the default

formula for calculating equipment time. We believed that 48 minutes of equipment time for



EQ114 was appropriate and matched the clinical labor time; therefore, we proposed 48 minutes
for the EQ114 equipment for CPT code 64590. We also believed that the EQ209 equipment
(programmer, neurostimulator (w-printer)) was intended to match the same 84 minutes of
equipment time listed for the EF031 power table as both were indicated to be used during the
follow-up office visit. Therefore, we proposed 84 minutes of equipment time for EQ209 for CPT
code 64590.

We proposed the remaining RUC-recommended direct PE inputs for CPT code 64590
without refinement. We also proposed the RUC-recommended direct PE inputs for CPT code
64595 without refinement.

Comment: The RUC agreed with the proposed 48 minutes of equipment time for the
EQ114 equipment, and 84 minutes of equipment time for EQ209 for CPT code 64590.

Response: We appreciate the additional information provided by the RUC to clarify the
equipment time.

Comment: Several commenters stated that they supported the proposal of the RUC-
recommended work RVUs and direct PE inputs for CPT codes 64590 and 64595.

Response: We appreciate the support for our proposed work RVUs and direct PE inputs
from the commenters.

After consideration of all comments on our proposals for CPT codes 64590 and 64595,
we are finalizing the RUC-recommended work RVUs of 5.10 and 3.79, respectively. We are
finalizing 48 minutes of equipment time for EQ114 and 84 minutes of equipment time for
EQ209 for CPT code 64590. We are also finalizing the remaining RUC-recommended direct PE
inputs for CPT codes 64590 and 64595 as proposed.

(12) Ocular Surface Amniotic Membrane Placement/Reconstruction (CPT codes 65778, 65779,
and 65780)
CPT code 65778 (Placement of amniotic membrane on the ocular surface; without

sutures) was identified by the Relativity Assessment Workgroup (RAW) via the high-volume



growth screen for codes with Medicare utilization over 10,000 screen. During the September
2022 RAW meeting, the specialty societies stated that CPT codes 65778, 65779 (Placement of
amniotic membrane on the ocular surface; single layer, sutured), and 65780 (Ocular surface
reconstruction; amniotic membrane transplantation, multiple layers) would be surveyed for the
January 2023 RUC meeting.

For CY 2024, we proposed the RUC-recommended work RVUs for all three CPT codes.
We proposed a work RVU of 0.84 for CPT code 65778 (Placement of amniotic membrane on the
ocular surface; without sutures), a work RVU of 1.75 for CPT code 65779 (Placement of
amniotic membrane on the ocular surface, single layer, sutured), and a work RVU of 7.03 for
CPT code 65780 (Ocular surface reconstruction, amniotic membrane transplantation, multiple
layers). We also proposed the RUC-recommended direct PE inputs for CPT codes 65778, 65779,
and 65780 without refinement.

Comment: Several commenters disagreed with the proposed work RVU of 0.84, stating
that the amniotic membrane supply product, Prokera, has a higher cost than the proposed rate.
These commenters also stated that the proposed work RVU does not account for the time spent
explaining the product at the time of insertion, and stated that the valuation should not decrease
from the current work RVU of 1.00.

Response: We did not receive additional pricing data from these commenters to support a
change in the pricing of the amniotic membrane supply. Additionally, we did not receive
information supporting a change to the proposed work RVU. The RUC-recommended time
values have remained unchanged since the code was last valued in 2015. However, the previous
valuation was based on a crosswalk and marked not to use to validate physician work for other
services in the RUC database. Therefore, the RUC determined that the survey 25th percentile
work RVU of 0.84 appropriately accounts for the work required to perform this service. We

continue to agree with the RUC-recommended work RVU for CPT code 65778.



Comment: A commenter disagreed with the proposed pricing of the human amniotic
membrane allograft mounted on a non-absorbable self-retaining ring (SD248) supply. The
commenter stated that the proposed pricing of $872.50 was not typical for the SD248 supply and
submitted more than 100 invoices to support their recommendation of increased pricing.

Response: We appreciate the submission of such a large quantity of invoices for more
accurate pricing of the human amniotic membrane allograft mounted on a non-absorbable self-
retaining ring (SD248) supply. The submitted invoices all displayed the identical price of $1049
for the Prokera Plus item, and we agree with the commenter that this is the current market price
for the Prokera Plus device. However, we disagree that using the Prokera Plus would necessarily
be typical for use in CPT code 65778. We also received invoices in the RUC’s recommended
materials for this code family containing prices for the Prokera Slim ($850) and Prokera Classic
($895) devices which the RUC indicated would also be appropriate for use in CPT code 65778.
The manufacturer’s website described the Prokera Plus as an item that “maximizes the
therapeutic benefit,” which is intended “for patients who need intensive treatment.” As a result,
we do not believe it would be appropriate to use the pricing for the Prokera Plus item for the
SD248 supply as we do not believe that it would be typical for providers to use the most
intensive and expensive product as the standard of care. We are instead averaging together the
invoice prices of the Prokera Slim, Prokera Classic, and Prokera Plus to price the SD248 supply
at $931.33, which is an increase of $58.83 above our proposed price of $872.50. We believe that
averaging these products' prices together will more accurately capture the market-based pricing
of the devices currently used in CPT code 65778.

After consideration of the public comments, we are finalizing the RUC-recommended
work RVUs of 0.84 for CPT code 65778, 1.75 for CPT code 65779, and 7.03 for CPT code
65780. We are finalizing $931.33 as the price for the SD248 supply item for CPT code 65778,
and the remaining direct PE inputs for this code as proposed. We are also finalizing the RUC-

recommended direct PE inputs for CPT codes 65779 and 65780 without refinement.



(13) Fractional Flow Reserve with CT (CPT code 75580)

For CY 2018, the CPT Editorial Panel established four new Category III CPT codes for
fractional flow reserve derived from computed tomography (FFRCT): CPT codes 0501T-0504T.
Medicare began payment for CPT code 0503T (Noninvasive estimated coronary fractional flow
reserve (FFR) derived from coronary computed tomography angiography data using
computation fluid dynamics physiologic simulation software analysis of functional data to assess
the severity of coronary artery disease; analysis of fluid dynamics and simulated maximal
coronary hyperemia, and generation of estimated FFR model) in the hospital outpatient
department setting under the Outpatient Prospective Payment System (OPPS) in CY 2018 (82
FR 59284). We typically assign contractor pricing for Category III codes for the PFS since they
are temporary codes assigned to emerging technology and services. However, we made an
exception for FFRCT services, and we have since been trying to understand the costs of the PE
resource inputs for CPT code 0503T in the physician's office setting. In the CY 2021 PFS final
rule (85 FR 84630), we stated that we found FFRCT to be similar to other technologies that use
algorithms, artificial intelligence, or other innovative forms of analysis to determine a course of
treatment, where the analysis portion of the service cannot adequately be reflected under the PE
methodology; and that our recent reviews for the overall cost of CPT code 0503T had shown the
costs in the physician office setting to be similar to costs reflected in payment under the OPPS
(85 FR 84630). As such, we proposed to use the geometric mean costs under the OPPS as a
proxy for CPT code 0503T and ultimately finalized national pricing for CPT code 0503 T based
on a valuation crosswalk to the technical component (TC) of CPT code 93457 in the CY 2022
PFS final rule (86 FR 65037-65042).

For CY 2024, the CPT Editorial Panel approved the replacement of Category III codes
0501T-0504T with a single new Category I code (75580) to report a non-invasive estimate of
coronary fractional flow reserve derived from augmentative software analysis of the dataset from

a coronary computed tomography angiography. CPT code 75580 (Noninvasive estimate of



coronary fractional flow reserve derived from augmentative software analysis of the data set
from a coronary computed tomography angiography, with interpretation and report by a
physician or other qualified health care professional) was reviewed at the January 2023 RUC
meeting and valuation recommendations were submitted to CMS. These recommendations
include a software analysis fee for FFRCT listed as a supply input which accounts for the
overwhelming majority of the code’s valuation.

We have long had concerns that the software algorithm in the analysis fee for CPT code
75580 is not well accounted for in our PE methodology; however, we recognize that practitioners
are incurring resource costs for purchasing the FFRCT software and its ongoing use. This was
the rationale for our previous policy to use a crosswalk that reflected this service's overall
relative resource costs. At the same time, we continued to consider potentially refining and
updating our PE methodology. The RUC recommendations include the previously mentioned
software analysis fee for FFRCT as a supply input. However, analysis fees are not well
accounted for in our current PE methodology. Although we recognize that these fees are a cost
for practitioners, we have not traditionally recognized these analysis fees as forms of direct PE in
our methodology. We previously stated our belief that crosswalking the RVUs for CPT code
0503T to a code with similar resource costs (the TC for CPT code 93457) allowed CMS to
recognize that practitioners are incurring resource costs for the purchase and ongoing use of the
software employed in CPT code 0503T, which would not typically be considered direct PE under
our current methodology (86 FR 65038 and 65039).

Therefore, we proposed maintaining the previous valuation crosswalk to the technical
component of CPT code 93457 for the new FFRCT code 75580. This new Category I code is
intended as a direct replacement for Category III code 0503T, and maintaining the current
crosswalk will allow the geometric mean costs under the OPPS to continue serving as a valuation
proxy. We are specifically crosswalking the technical component of CPT code 75580 to the

technical component of CPT code 93457; we proposed the RUC-recommended work RVU of



0.75 for the professional component of CPT code 75580, and the global component will be
comprised of their sums as usual. We also noted that there was an error in the RUC’s
recommended equipment time for the Professional PACS Workstation (ED053), which was
listed at 14.5 minutes instead of the correct 13.5 minutes based on the sum of the intraservice
work time (11 minutes) plus half of the preservice work time (5 divided by 2 = 2.5 minutes).

Comment: Many commenters stated their approval of the CMS proposal of the RUC’s
recommended work RVU of 0.75 for the professional component of CPT code 75580 and the
proposal to maintain the crosswalk from CPT code 75580°s predecessor code to the technical
component of CPT code 93457 for the technical component of the procedure. Commenters stated
that given the predominance of the cost of the analysis fee for CPT code 75580, it was critical
that CMS utilize something other than the current PE methodology when establishing the
physician fee schedule rate for the procedure. Commenters stated that CMS’ proposal to continue
to use the crosswalking methodology, that has been in place since CY 2022, was an appropriate
alternative for the valuation of the technical component of CPT code 75580 and should be
finalized. Commenters stated that the proposed crosswalk to the technical component of CPT
code 93457 was an appropriate method to account for the costs physicians incur to provide
FFRCT. Many commenters detailed the clinical benefits of FFRCT services, such as leading to a
70% reduction in rates of heart attack, death, or unnecessary invasive catheterization in one
study, and urged CMS to finalize their proposed policies.

Response: We appreciate the support for our proposed policies from the commenters.

Comment: A commenter disagreed with the proposed crosswalk to the technical
component of CPT code 93457 and objected to CMS using data from the OPPS in establishing
relative values for the PFS. The commenter stated that any proposal to use the relativity of
hospital charge data to determine the relativity of practice costs within a physician office is not

consistent with statutory provisions under Section 4505 of the Balanced Budget Act of 1997.



Response: We disagree with the commenter and believe that we can use OPPS data in
certain circumstances to inform payment under the PFS. As we stated in the proposed rule, our
recent reviews for the overall cost of CPT code 0503T showed the costs in the physician office
setting to be similar to those reflected in payment under the OPPS (85 FR 84630). As such, we
proposed to use the geometric mean costs under the OPPS as a proxy for CPT code 0503T and
ultimately finalized national pricing for CPT code 0503T based on a valuation crosswalk to the
technical component (TC) of CPT code 93457 in the CY 2022 PFS final rule (86 FR 65037-
65042). We then carried over this proposed policy to CPT code 75580, the direct replacement for
CPT code 0503T. We believe this is a more accurate way to value the service due to the
problems that this service’s analysis fee poses for our PE methodology.

Comment: A commenter disagreed with the proposed crosswalk to the technical
component of CPT code 93457 by stating that this crosswalk approach was not resource-based.
The commenter stated that the software analysis fee was the only supply input and represented a
per-patient, single-use item, and thus was appropriately included as a direct supply. The
commenter recommended that CMS negate the need for a crosswalk by accepting this software
as a direct practice expense input.

Response: As we stated in the proposed rule, we have long had concerns that the software
algorithm in the analysis fee for CPT code 75580 is not well accounted for in our PE
methodology; however, we recognize that practitioners are incurring resource costs for
purchasing the FFRCT software and its ongoing use. This was the rationale for our previous
policy to use a crosswalk (86 FR 65037 through 65042) that reflected the overall relative
resource costs for this service while we continued to consider potentially refining and updating
our PE methodology. The RUC recommendations included the previously mentioned software
analysis fee for FFRCT as a supply input. However, analysis fees are not well accounted for in
our current PE methodology. Although we recognize that these fees are a cost for practitioners,

we have not traditionally recognized these analysis fees as forms of direct PE in our



methodology. We continue to believe that the software analysis fee would not be considered as a
form of direct PE under our current methodology, and therefore, we proposed to maintain the
previous valuation crosswalk to the technical component of CPT code 93457 to incorporate these
costs.

Comment: Several commenters recommended that CMS separately identify and pay for
high-cost disposable supplies. Commenters stated that creating separate high-cost supply codes
would be a way to pay for the software analysis fee included in CPT code 75580.

Response: We have received a number of prior requests from interested parties, including
the RUC, to implement separately billable alpha-numeric Level Il HCPCS codes to allow
practitioners to be paid the cost of high cost disposable supplies per patient encounter instead of
per CPT code. We stated at the time, and we continue to believe, that this option presents a series
of potential problems that we have addressed previously in the context of the broader challenges
regarding our ability to price high cost disposable supply items. (For a discussion of this issue,
we direct the reader to our discussion in the CY 2011 PFS final rule with comment period (75 FR
73251)).

After consideration of the public comments, we are finalizing our proposal of the RUC-
recommended work RVU of 0.75 for the professional component of CPT code 75580. We are
also finalizing our proposal to crosswalk the technical component of CPT code 75580 to the
technical component of CPT code 93457, maintaining the previous crosswalk in place for CPT
code 0503T, as well as finalizing our proposed equipment time for the Professional PACS
Workstation (ED053), which was unmentioned by commenters.

(14) Ultrasound Guidance for Vascular Access (CPT code 76937)

To specify the insertion of a peripherally inserted central venous catheter (PICC), the
CPT Editorial Panel decided to create two new codes: CPT code 36572 and CPT code 36573,
and revised CPT codes 36568, 36569 and 36584 in September of 2017. This revision of these

codes created a scenario where these bundled services could be performed by a clinician that



performs the procedure without imaging guidance or a radiologist that performs the procedure
with imaging guidance. When this code family was surveyed again in January 2018, CPT code
76937 (Ultrasound guidance for vascular access requiring ultrasound evaluation of potential
access sites, documentation of selected vessel patency, concurrent realtime ultrasound
visualization of vascular needle entry, with permanent recording and reporting (List separately
in addition to code for primary procedure) was identified as part of this code family. Since it was
expected that utilization of PICC procedures would decrease once CPT code 76937 was bundled
with these services, the specialty societies that perform this service proposed to review CPT code
76937 after 2 years, once more data about these services became available. CPT code 76937 was
reviewed at the October 2022 RUC meeting for CY 2024.

We proposed the RUC-recommended work RVU of 0.30 for CPT code 76937. We also
proposed the RUC-recommended direct PE inputs for CPT code 76937.

Comment: Commenters were in support of the CMS proposal of the RUC-recommended
values for CPT code 76937.

Response: We thank the commenters for their support.

After consideration of the comments, we are finalizing a work RVU of 0.30 for CPT code
76937 as proposed. We are also finalizing the direct PE inputs as proposed.
(15) Neuromuscular Ultrasound (CPT codes 76881, 76882, and 76883)

Since their creation in 2011, CPT codes 76881 (Ultrasound, complete joint (ie, joint
space and peri-articular soft-tissue structures), real-time with image documentation) and 76882
(Ultrasound, limited, joint or other nonvascular extremity structure(s) (e.g., joint space, peri-
articular tendon[s], muscle[s], nerve[s], other soft-tissue structure[s], or soft-tissue massfes]),
real-time with image documentation) have been reviewed numerous times as New
Technology/New Services by the Relativity Assessment Workgroup (RAW). In October 2016,
the RAW reviewed these codes and agreed with the specialty societies that the dominant

specialties providing the complete (CPT code 76881) versus the limited (CPT code 76882)



ultrasound of extremity services were different than originally thought, causing variation in the
typical PE inputs. The RAW recommended referral to the Practice Expense Subcommittee for
review of the direct PE inputs and the CPT Editorial Panel to clarify the introductory language
regarding the reference to one joint in the complete ultrasound. The PE Subcommittee reviewed
the direct PE inputs for CPT codes 76881 and 76882 and adjusted the clinical staff time at the
January 2017 RUC meeting, and the CPT Editorial Panel editorially revised CPT codes 76881
and 76882 to clarify the distinction between complete and limited studies and revised the
introductory guidelines to clarify the reference to one joint in the complete ultrasound procedure
in June 2017.

In October 2021, the CPT Editorial Panel approved the addition of CPT code 76883
(Ultrasound, nerve(s) and accompanying structures throughout their entire anatomic course in
one extremity, comprehensive, including real-time cine imaging with image documentation, per
extremity) for reporting real-time, complete neuromuscular ultrasound of nerves and
accompanying structures throughout their anatomic course, per extremity, and the revision of
CPT code 76882 to add focal evaluation. CPT codes 76881 and 76882 were identified as part of
the neuromuscular ultrasound code family with CPT code 76883 and surveyed for the January
2022 RUC meeting. We reviewed these recommendations for CY 2023 and discussed our
concerns with the commenters’ assertions regarding typical PE inputs for CPT code 76882 in the
CY 2023 PFS final rule (87 FR 69506 through 69510). Specifically, given the changes in
dominant specialty for these CPT codes from 2010 to 2017, and again from 2017 to 2022, we
recommended that the RUC and interested parties reconsider the PE inputs for each code based
on the dominant specialty for each CPT code, based on the most recent year's Medicare claims
data, and consideration of survey responses submitted to CMS in response to the CY 2023 PFS
proposed rule.

The PE inputs for CPT codes 76881, 76882, and 76883 were subsequently re-reviewed at

the January 2023 RUC meeting and the RUC submitted refinements to the PE inputs for CPT



code 76882 only. We proposed the RUC-recommended PE refinements for CPT code 76882
with the exception of the RUC-recommended 13.5 minutes for ED053 (Professional PACS
workstation) and 23 minutes for EQ250 (ultrasound unit, portable). We noted that the old
intraservice time of 11 minutes was used in error when calculating the standard equipment time
for ED053. Therefore, we disagreed with the RUC-recommended equipment time of 13.5
minutes and proposed 17.5 minutes for ED053, which is calculated by using the standard
equipment formula for ED053 established in the CY 2017 PFS final rule (81 FR 80182) with the
updated intraservice time from the CY 2023 PFS final rule ((0.5*5)+15 = 17.5).

We disagreed with the RUC-recommended 23 minutes of equipment time for EQ250,
which includes one minute of clinical labor time for CA014 (Confirm order, protocol exam) in
the highly technical equipment formula, as discussed beginning in the CY 2013 PFS final rule
(77 FR 69028), in error. Therefore, the correct equipment time for EQ250 using the highly
technical equipment formula would be 22 minutes. However, because the Summary of
Recommendations included in the RUC recommendations did not provide a rationale for the use
of the highly technical equipment formula for EQ250, we proposed to maintain the 15 minutes of
equipment time for EQ250 for CPT code 78882, which corresponds to the interservice time for
this code and maintains consistency with how equipment time is allotted for EQ250 across the
three codes in this family. We referred readers to the classification of highly technical equipment
in the CY 2014 PFS final rule (79 FR 67639).

The RUC did not make recommendations on the work RVUs for CPT codes 76881,
76882, and 76883, and CMS did not propose any changes.

Comment: Some commenters thanked CMS for proposing the RUC recommended direct
PE inputs for CPT code 76882. One commenter agreed with the CMS PE refinements for CPT
code 76882, including the refinement for EQ250.

Response: We thank the commenters for their support.



Comment: Some commenters expressed continued concern about the PE inputs for CPT
code 76881, and one commenter submitted several invoices for ultrasound machine technology
used by rheumatologists for neuromuscular ultrasound services. The commenter stated that the
clinical labor, which they believed was typically a diagnostic medical sonographer, and the
dedicated ultrasound room and high-quality ultrasound machines utilized by rheumatologists
were not appropriately accounted for in CPT code 76881. Some commenters requested that CMS
utilize the invoices and informal survey data provided in response to last year’s CY 2023 PFS
proposed rule to raise the PE values for CPT code 76881 to match the proposed PE values of
CPT code 76882 until a formal workforce survey of typical rheumatology practice expenses has
been conducted to prevent a rank order anomaly. Multiple commenters stated that
rheumatologists’ typical practice expenses are not accounted for in the valuation of CPT code
76881, and many offered to provide more resources to capture these expenses. Some
commenters asserted that rheumatologists were not surveyed on their typical practice expense
and requested a similar re-review for CPT code 76881 that was done for CPT code 76882.

Response: As stated in the CY 2023 PFS final rule, we appreciate the commenters' survey
collection efforts to reflect rheumatologists' costs in performing neuromuscular ultrasound and
the concern regarding the accounting of rheumatologists' typical clinical labor and equipment in
the RUC recommendations. We encourage the commenters to coordinate with the RUC to
provide their survey data to facilitate a reconsideration of PE inputs if the commenters believe
certain specialties were not appropriately queried. Because the RUC has standardized procedures
for PE and physician surveys, and the fact that the commenters' survey results differ so
drastically from the January 2022 and 2023 RUC recommendations, we encourage the RUC and
other interested parties to consider the commenters’ survey efforts. We encourage collaboration
with the RUC PE subcommittee and the submission of specific invoices to support the surveys'

results and robust data to show the typicality of these PE inputs.



We note that the RUC submitted a letter in their January 2023 recommendations
outlining the process for re-surveying these codes. The RUC noted that PE recommendations
were formulated at the January 2022 meeting based on RUC database claims at the time, which
showed Rheumatology as the highest single provider of CPT code 76881 and Radiology as the
highest single specialty provider of CPT code 76882, although for both codes no single specialty
has more than a plurality. For the January 2023 RUC meeting, there was a change in the
dominant specialty for CPT code 76882 to Podiatry, rather than Radiology, in the non-facility
setting; therefore, the PE recommendations were adjusted to reflect the more common hand-held
ultrasound device, rather than the ultrasound room, sonographer, and PACS workstation that are
typical in radiology practices. The RUC’s letter stated that they reviewed the several hundred
letters from rheumatologists submitted in response to the CY 2023 PFS proposed rule.

In response, the American College of Radiology, American Academy of Neurology,
American Association of Neuromuscular and Electrodiagnostic Medicine, American Academy of
Physical Medicine and Rehabilitation, American College of Rheumatology, and American
Podiatric Medical Association convened a panel that included experts familiar with these
services and typical practice expense to reevaluate the direct practice expense inputs for
neuromuscular ultrasound. At the time of the panel, rheumatology was the dominant specialty for
CPT code 76881 at 26 percent, and radiology was the dominant specialty for CPT code 76882 at
27 percent. Because of the dominant specialty change back to radiology for CPT code 76882,
which has been the historical standard and was temporarily changed to Podiatry based on
COVID pandemic alterations of the utilization, the RUC-recommended inputs for CPT code
76882 submitted for the January 2023 meeting reflected updated clinical staff, clinical activities,
supplies, and equipment (PACS) utilized when performed by Radiology. The letter also stated
that the expert panel carefully considered the comments submitted to CMS regarding the practice
expense for CPT code 76881. The letter stated the following: “While the use of dedicated

sonographers is increasing in Rheumatology, we did not believe it was yet the typical clinical



staff in the non-facility setting and will re-evaluate the issue when the code family returns for
review under the new technology process. The expert panel recognizes that many non-radiology
specialties are increasingly adopting a “picture archiving and communication system (PACS)”
for image storage and important patient care. However, the RUC has previously indicated that
these are general practice expenses not typically allocated to a single patient/code and that only
the specific use of the PACS workstation is acceptable under PE supplies. As many PACS
vendors increasingly shift to a per-patient cost, the RUC may need to reconsider how these
supplies are allocated in practice expense.”

We also remind interested parties that we have established an annual process for the
public nomination of potentially misvalued codes. This process provides an annual means for
those who believe that values for individual services are inaccurate and should be readdressed
through notice and comment rulemaking to bring those codes to our attention, as detailed in
section II.C. of this final rule. As part of our current process, we identify potentially misvalued
codes for review, and request recommendations from the RUC and other public commenters on
revised work RVUs and direct PE inputs for those codes. While this process is available to
interested parties, we remind commenters that the RUC plans to review the practice expense for
CPT codes 76881, 76882, and 76883 with additional data according to their new technology
process at a future RUC meeting.

After consideration of the comments, we are finalizing the direct PE refinements as
proposed for CPT codes 76881, 76882, and 76883. We did not propose and are not finalizing any
changes to the work RVU for CPT codes 76881, 76882, and 76883.

(16) Intraoperative Ultrasound Services (CPT codes 76998, 76984, 76987, 76988, and 76989)

In October 2018, the Relativity Assessment Workgroup (RAW) created a screen for
CMS/Other codes with Medicare utilization of 20,000 or more, and CPT code 76998 (Ultrasonic
guidance, intraoperative) was subsequently identified as part of that screen. When CPT code

76998 was identified in the CMS/Other screen, it was noted that many specialties were



represented in the Medicare claims data. Specialties representing cardiothoracic surgery, general
surgery, breast surgery, urology, interventional cardiology, interventional radiology and vascular
surgery jointly submitted an action plan that the RAW reviewed in October 2019. Based on the
variability of intraoperative ultrasound for each specialty with differences in the typical patient
and physician work, it was decided that each society would submit applications for new code(s)
as needed to carve out the work currently reported with CPT code 76998 until the code was no
longer needed, or until it was clear what the final dominant use of CPT code 76998 was so that a
survey could be conducted.

In October 2019, the RUC referred this issue to the CPT Editorial Panel to clarify correct
coding and accurately differentiate physician work, as multiple specialties currently report CPT
code 76998. The CPT Editorial Panel addressed CPT code 76998 in 2020 and 2021 by adding
instructional parentheticals that restrict the use of imaging guidance with vein ablation
procedures and adding new codes that bundled imaging guidance for urological procedures. In
May 2022, the CPT Editorial Panel created four new codes to report intraoperative cardiac
ultrasound services, thus carving out most of the prior reporting of CPT code 76998 by
cardiothoracic surgeons and cardiologists.

After utilization was removed from CPT code 76998 for vein ablation procedures, most
urological procedures, cardiac procedures, and intra-abdominal procedures through instructions
and/or new or revised codes, it was determined that the dominant use of the code would be
related to breast surgery, allowing for CPT code 76998 to be surveyed. CPT codes 76984
(Ultrasound, intraoperative thoracic aorta (eg, epiaortic), diagnostic), 76987 (Intraoperative
epicardial cardiac (eg, echocardiography) ultrasound for congenital heart disease, diagnostic;
including placement and manipulation of transducer, image acquisition, interpretation and
report), 76988 (Intraoperative epicardial cardiac (eg, echocardiography) ultrasound for
congenital heart disease, diagnostic, placement, manipulation of transducer, and image

acquisition only), 76989 (Intraoperative epicardial cardiac (eg, echocardiography) ultrasound



for congenital heart disease, diagnostic, interpretation and report only), and 76998 were
surveyed by the specialty societies for the September 2022 RUC meeting.

We disagreed with the RUC-recommended work RVU of 1.20 for CPT code 76998 and
proposed the total time ratio work RVU of 0.91. The RUC recommended a 7-minute total time
decrease for CPT code 76998. We agreed with the RUC that the intensity of CPT code 76998
(real-time during an operation) is greater than the identically-timed CPT code 76641
(Ultrasound, breast, unilateral, real time with image documentation, including axilla when
performed,; complete), which represents a single ultrasound session typically performed by a
technician, whereas CPT code 76998 includes multiple, separate ultrasound maneuvers during a
surgical procedure that require a more intense, immediate interpretation in order to direct
resection of the breast tissue and ensure a thorough and complete surgical excision of the
abnormal breast tissue. The work RVU of 0.91 for CPT code 76998 adequately values the
surgeon’s 5 minutes of pre-service time, 12 minutes of intraservice time, and 5 minutes of
immediate post-service time more than the same 5, 12, and 5 minutes of the technician’s time for
CPT code 76641, which has a work RVU of 0.73.

Additionally, the IWPUT of CPT code 76641 is appropriately less than the IWPUT of
CPT code 76698, with IWPUTs of 0.0422 and 0.0572, respectively. We remind interested parties
that we believe that, since the two components of work are time and intensity, absent an obvious
or explicitly stated rationale for why the relative intensity of a given procedure has increased,
decreases in time should be reflected in decreases to work RVUs. We disagreed with the RUC-
recommended maintenance of the current work RVU for CPT code 76998 for a few reasons: the
RUC recommendations did not advocate for a change in intensity, and presumably some higher-
intensity cardiac procedures will no longer be reported using CPT code 76998, as they can now
be reported using CPT codes 76984 through 76989. Instead, we proposed an appropriately lower
work RVU and associated IWPUT to account for the 7-minute decrease in total time and

removal of higher-intensity cardiac procedures previously reported by CPT code 76998. We



noted that the work RVU of 0.91 for CPT code 76998 is supported by the upper brackets of CPT
codes 72125 (Computed tomography, cervical spine; without contrast material), 72128
(Computed tomography, thoracic spine; without contrast material), and 72131 (Computed
tomography, lumbar spine; without contrast material), and a lower bracket of CPT code 76641.
CPT codes 72125, 72128, and 72131 represent spinal computed tomography (CT) of the
cervical, thoracic, and lumbar spine, respectively.

We proposed the RUC-recommended work RVU of 0.60 and work times of 5 minutes of
pre-evaluation time, 10 minutes of intraservice time, and 3 minutes of immediate postservice
time for total time of 18 minutes for CPT code 76984. We also proposed the RUC-recommended
work times for CPT codes 76987 and 76988 of 10 minutes of pre-evaluation time and 20 minutes
of intraservice time for both codes, and 5 and 10 minutes of immediate postservice time, for total
times of 40 and 35 minutes, respectively. We proposed the RUC-recommended work times for
CPT code 76989 with the exception of the intraservice time. We proposed the survey median
intraservice time of 15 minutes rather than the RUC-recommended 75™ percentile based on the
assertion in the RUC’s Summary of Recommendations that the cardiologist is typically in the
operating room intraoperatively with the cardiothoracic surgeon prior to and after the cardiac
repair. Based on this assertion, we do not believe the cardiologist spends the same amount of
time in the operating room as the cardiothoracic surgeon in CPT codes 76987 and 76988.
Therefore, we proposed 5 minutes of pre-evaluation time, 15 minutes of intraservice time, and 10
minutes of immediate postservice time for total time of 30 minutes for CPT code 76989.

Due to the CPT code descriptor for CPT code 76987, we believe that the appropriate
work for this service is reflected in the combined work of CPT codes 76988 and 76989. We
noted that in the CY 2015 PFS final rule (79 FR 67669), we reviewed a similarly constructed
family of codes representing interventional transesophageal echocardiography (TEE) for
congenital cardiac anomalies in the same way by proposing and finalizing a work RVU for CPT

code 93315 (Transesophageal echocardiography for congenital cardiac anomalies; including



probe placement, image acquisition, interpretation and report) equal to the combined work
RVUs of CPT codes 93316 (Transesophageal echocardiography for congenital cardiac
anomalies, placement of transesophageal probe only) and 93317 (Transesophageal
echocardiography for congenital cardiac anomalies; image acquisition, interpretation and
report only). We noted that the Summary of Recommendations for CPT codes 76987 through
76989 state that these intraoperative ultrasound services are expected to be very rare, as
intraoperative TEE is considered the gold standard and can be performed for most patients
instead, which could be reported using CPT codes 93315 through 93317. Because CPT codes
76987 through 76989 are an alternative to CPT codes 93315 through 93317 for congenital
cardiac anomalies when intraoperative TEE is contraindicated, we believe we should maintain
consistency and propose a work RVU for CPT code 76987 that equals the combined work RVUs
of CPT codes 76988 and 76989.

Therefore, we disagreed with the RUC-recommended work RVUs of 1.90, 1.20, and 1.55
for CPT codes 76987, 76988, and 76989, respectively. We proposed a work RVU of 1.62 for
CPT code 76987 based on a crosswalk to CPT codes 73219 (Magnetic resonance (eg, proton)
imaging, upper extremity, other than joint; with contrast material(s)) and 78452 (Myocardial
perfusion imaging, tomographic (SPECT) (including attenuation correction, qualitative or
quantitative wall motion, ejection fraction by first pass or gated technique, additional
quantification, when performed),; multiple studies, at rest and/or stress (exercise or
pharmacologic) and/or redistribution and/or rest reinjection). We noted that this crosswalk is
supported by total time ratios between CPT code 76987 and reference CPT codes 93312
(Echocardiography, transesophageal, real-time with image documentation (2D) (with or without
M-mode recording), including probe placement, image acquisition, interpretation and report)
and 93315, which equal 1.66 and 1.67 respectively. We also noted that this is supported by a
total time ratio to the current time and work RVU for the code that cardiothoracic surgeons

currently use to report this service before the creation of CPT code 76987, CPT code 76998



((40/29)*1.20 = 1.66). Lastly, this is also supported by a total time ratio to the same CPT code
76998 after factoring in the updated total time of 22 minutes and our work RVU for CPT code
76998 of 0.91 ((40/22)*0.91 = 1.65). We noted that a work RVU of 1.62 for CPT code 76987
yields an IWPUT of 0.059, which is slightly higher than the IWPUTs of the intraoperative TEE
CPT codes 93315 and 93312 that represent the complete procedure, which are 0.0532 and
0.0580, respectively.

Similar to how CPT code 76987 is broken down into service parts by CPT codes 76988
and 76989 to allow for multiple providers to perform different parts of the whole service done by
one provider (represented by CPT code 76987), CPT codes 93312 through 93314 and 93315
through 93317 are broken down as well. According to the RUC Database, CPT code 93316
represents placement of transesophageal probe only, typically performed by a cardiac
anesthesiologist. CPT code 93313 (Echocardiography, transesophageal, real-time with image
documentation (2D) (with or without M-mode recording); placement of transesophageal probe
only) also represents placement of transesophageal probe only, when performed by a cardiac
anesthesiologist. Similarly, CPT code 76988 represents placement and manipulation of
transducer and image acquisition only, which is typically performed by a cardiothoracic surgeon
according to the Summary of Recommendations.

According to the RUC Database, CPT code 93317 represents image acquisition and
interpretation and report only, typically done by the cardiologist after probe placement typically
performed by the cardiac anesthesiologist, represented by CPT code 93316. CPT code 93314
(Echocardiography, transesophageal, real-time with image documentation (2D) (with or without
M-mode recording), image acquisition, interpretation and report only) also represents image
acquisition and interpretation and report only, typically done by the cardiologist after probe
placement typically performed by the anesthesiologist, represented by CPT code 93313.
Similarly, CPT code 76989 represents interpretation and report only, which is typically

performed by a cardiologist according to the Summary of Recommendations.



Because this family is broken down into service parts in the same way CPT codes 93312
through 93314 and 93315 through 93317 are, we disagreed with the RUC’s recommendation to
assign work RVUs for CPT codes 76988 and 76989 that sum to more than the aggregate work
RVU for CPT code 76987. Therefore, we proposed a work RVU of 1.08 for CPT code 76988
and a work RVU of 0.54 for CPT code 76989, which sum to the aggregate work RVU of 1.62 for
CPT code 76987. The work RVUs for CPT code 76988 and 76989 were calculated by taking the
aggregate work RVU of the whole service, represented by CPT code 76987, and dividing by
three based on the number of discernable service parts: probe placement and manipulation,
image acquisition, and interpretation and report. Because CPT code 76988 represents two of the
three service parts performed by a cardiothoracic surgeon, we allotted 2/3rds of the aggregated
work RVU for CPT code 76987, equaling 1.08 (1.62 * 2/3 =1.08). Because CPT code 76989
represents one of the three service parts performed by a cardiologist, we allotted 1/3rd of the
aggregated work RVU for CPT code 76987, equaling 0.54 (1.62 * 1/3 = 0.54). Because the
Summary of Recommendations was unclear regarding the intensity of each part of the service as
broken out, we invited comments on additional ways to break down the aggregate work RVU of
CPT code 76987 to adequately account for the cardiothoracic surgeon and cardiologist’s time
and intensity to perform CPT codes 76988 and 76989, but we believe that the work RVUs should
sum to no more than the aggregate work RVU for CPT code 76987 based on similarly broken
down code families that represent the more widely used intraoperative TEE procedures.

The RUC did not recommend, and we did not propose any direct PE inputs for the five
codes in the Intraoperative Ultrasound family.

Comment: Some commenters disagreed with CMS’ proposed work RVU of 0.91 for
CPT code 76998, stating that it is invalid to draw comparisons between the current work times
and work RV Us to the newly surveyed work time and work RVUs as recommended by the RUC
because they were “Harvard” times. One commenter disagreed with the use of total time ratios to

account for changes in time and stated that the work RVU was reduced by CMS for CY 1993



and 1995 without the time being adjusted, rendering the originally assigned times and work
RVUs untethered. The commenter also stated that the proposed work RVU of 0.91 for CPT code
76998 is only 1/3rd more intense than CPT code 76641, which describes a diagnostic ultrasound
study that is typically performed by a technician, where the saved images are then reviewed, and
an interpretation report is generated by a radiologist at a later time. In comparison, a surgeon
uses an ultrasound probe periodically during the operation and interprets the images in real time
to help direct the limits of surgical excision of a mass, images are saved, and a report is
generated by the surgeon for CPT code 76998. The commenter stated that the intensity and
complexity of CPT code 76998 (dynamic real-time ultrasound at operation) is significantly
greater than CPT code 7664 1. The commenter also stated that CPT code 76641 represents a
single ultrasound session typically performed by a technician, whereas CPT code 76998 includes
multiple separate ultrasound maneuvers throughout an operative procedure by the surgeon,
which require a more intense immediate interpretation in order to direct resection of the breast
tissue to ensure a thorough and complete surgical excision of the abnormal breast tissue.
Response: We agree that it is important to use the recent data available regarding work
times, and we note that when many years have passed since work time has been measured,
significant discrepancies can occur. However, we also believe that our operating assumption
regarding the validity of the existing values as a point of comparison is critical to the integrity of
the relative value system as currently constructed. The work times currently associated with
codes play a very important role in PFS ratesetting, both as points of comparison in establishing
work RVUs and in the allocation of indirect PE RVUs by specialty. If we were to operate under
the assumption that previously recommended work times had been routinely overestimated, this
would undermine the relativity of the work RVUs on the PFS in general, in light of the fact that
codes are often valued based on comparisons to other codes with similar work times. Such an
assumption would also undermine the validity of the allocation of indirect PE RV Us to physician

specialties across the PFS.



Instead, we believe that it is crucial that the code valuation process take place with the
understanding that the existing work times that have been used in PFS ratesetting are accurate.
We recognize that adjusting work RVUs for changes in time is not always a straightforward
process and that the intensity associated with changes in time is not necessarily always linear, so
we apply various methodologies to identify several potential work values for individual codes.
However, we reiterate that we believe it would be irresponsible to ignore changes in time based
on the best data available and that we are statutorily obligated to consider both time and intensity
in establishing work RV Us for PFS services. For additional information regarding the use of old
work time values that were established many years ago and have not since been reviewed in our
methodology, we refer readers to our discussion of the subject in the CY 2017 PFS final rule (81
FR 80273 through 80274).

We also disagree and continue to believe that the use of time ratios is one of several
appropriate methods for identifying potential work RVUs for particular PFS services,
particularly when the alternative values recommended by the RUC and other commenters do not
account for survey information that suggests the amount of time involved in furnishing the
service has changed significantly. We reiterate that, consistent with the statute, we are required
to value the work RVU based on the relative resources involved in furnishing the service, which
include time and intensity. In accordance with the statute, we believe that changes in time and
intensity must be accounted for when developing work RVUs. When our review of
recommended values reveals that changes in time are not accounted for in a RUC-recommended
work RVU, the obligation to account for that change when establishing proposed and final work
RVUs remains.

With regards to the relativity of intensity and complexity of CPT code 76998 (dynamic
real-time ultrasound at operation) compared to CPT code 76641, we continue to believe that the
intensity of CPT code 76998 (real-time during an operation) is greater than the identically-timed

CPT code 76641. The work RVU of 0.91 for CPT code 76998 adequately values the surgeon’s 5



minutes of pre-service time, 12 minutes of intraservice time, and 5 minutes of immediate post-
service time more than the same 5, 12, and 5 minutes for CPT code 76641, which has a work
RVU of 0.73. Additionally, the IWPUT of CPT code 76641 is appropriately less than the
IWPUT of CPT code 76698, with IWPUTSs of 0.0422 and 0.0572, respectively.

Comment:. Commenters disagreed with the comparison to intraoperative TEE and stated
that the sum of the different components of work will not be the same as the combined work as it
is for intraoperative TEE. The commenters stated that there would be time savings, as
represented by the surveyed times, if the cardiothoracic surgeon provides the service alone,
represented by CPT code 76987. Commenters also stated that CPT codes 73219 and 78452 are
inappropriate comparator codes, as they are not intraoperative services and CPT code 78452
describes cardiac imaging performed on a patient before and after exercise in which a
technologist typically handles the image acquisition. Commenters stated that CPT code 76987 is
rarely performed and describes ultrasound image acquisition performed in the operating room
through an open chest where the ultrasound probe is placed directly on the patient’s beating heart
and sterility must be maintained throughout. Commenters suggested that a work RVU of 1.90
was supported by comparison to CPT code 93317, with a work RVU of 1.84, intraservice time of
20 minutes, and total time of 40 minutes, which is the component code for the image acquisition,
interpretation and report only of the congenital TEE codes.

Response: We agree with commenters that the proposed work RVU does not adequately
account for the complexity of the intraoperative ultrasound image acquisition performed on a
beating heart with abnormal heart structure, and that CPT code 93317 is a better comparator code
with a work RVU of 1.84. Therefore, we are finalizing the RUC-recommended work RVU of
1.90 for CPT code 76987.

Comment: Some commenters disagreed with CMS’ proposed work RVU of 1.08 for CPT
code 76988. Commenters stated that CPT code 76988 describes ultrasound image acquisition

performed in the operating room through an open chest in a sterile field where the ultrasound



probe is placed directly on the patient’s beating heart. Commenters stated that the cardiologist
can provide guidance to the cardiothoracic surgeon to ensure capture of certain views and that
work by the cardiologist is captured in CPT code 76989. The physician work involved in placing
and manipulating the echo probe both before surgical repair and after repair with various suture
lines requires careful manual manipulation and positioning by the cardiothoracic surgeon in
order to obtain certain views. The commenters stated that, because of the abnormal structure of
the heart and the surgical repair, the normal external landmarks for probe positioning are not
present adding increased complexity to the procedure.

Response: We agree with commenters that the proposed work RVU does not adequately
account for the complexity of the intraoperative ultrasound image acquisition performed on a
beating heart with abnormal heart structure and are finalizing the RUC-recommended work RVU
of 1.20 for CPT code 76987.

Comment: Some commenters disagreed that the combination of CPT codes 76988 and
76989 should equal the value for CPT code 76987, and stated that this methodology is flawed
and inconsistent with how CMS pays for most services that are performed by multiple providers
for which CMS provides payment that is greater than 100% to the two surgeons. The
commenters stated that when there are co-surgeons (modifier 62), CMS’s payment of 125
percent is split between the two surgeons. Similarly, when there is an assistant at surgery
(modifier 80), CMS pays the primary surgeon 100 percent and the assistant at surgery 16
percent. Commenters also disagreed with the proposed median intraservice time of 15 minutes
rather than the rather than the RUC-recommended 75™ percentile intraservice time, stating that
pediatric cardiologists completing the survey underestimated the amount of time they spent in
the operating room and stated that the nature of the service where the cardiologist is not in the
operating room during the entire procedure but rather in the operating room prior to the repair(s),

leaves and then comes back at the completion of the repair(s) could have resulted in the survey



respondent’s underestimation of time. Therefore, the commenters stated that the 75th percentile
intraservice time of 20 minutes is more appropriate for CPT code 76989.

Response: We continue to believe that, because this family is broken down into service
parts in the same way CPT codes 93312 through 93314 and 93315 through 93317 are, the work
RVUs for CPT codes 76988 and 76989 should not sum to more than the aggregate work RVU
for CPT code 76987. We did not receive comments that clarified the intensity of each part of the
service as broken out from the aggregate work RVU of CPT code 76987 to adequately account
for the cardiothoracic surgeon and cardiologist’s time and intensity to perform CPT codes 76988
and 76989. Commenters only stated that co-surgeons and assistants at surgery are paid more than
100 percent and commenters reiterated that the RUC recommended that CPT code 76989 to be
valued higher than CPT code 76988. While this is true, these codes along with the intraoperative
TEE codes for congenital cardiac anomalies are not structured to allow the billing of co-surgeons
or assistants at surgery. Rather, the CPT Editorial Panel structured these codes to have clearly
sanctioned, disaggregated service parts to allow for multiple providers to perform different parts
of the aggregate service represented by CPT codes 76987 and 93315.

As stated above, CPT code 93317 represents image acquisition and interpretation and
report only, typically done by the cardiologist after probe placement typically performed by the
cardiac anesthesiologist, represented by CPT code 93316. Similarly, CPT code 76989 represents
interpretation and report only, which is typically performed by a cardiologist according to the
Summary of Recommendations. We note that the services as described by the disaggregated
component CPT codes 76988 and 76989 would likely be an assistant at surgery situation if the
codes were structured to be billed this way because CPT code 76989 is described as the
cardiologist assisting the cardiothoracic surgeon on probe placement and manipulation with real-
time image interpretation, guidance, and discussion of the findings before and after the cardiac
repair(s) to ensure accurate image acquisition and to determine if the repair(s) is adequate or

additional procedures are needed after the cardiac repair is complete. In this case, where the



cardiologist is acting as an assistant at surgery, the primary surgeon who is actually placing and
manipulating the probe on the beating heart would be paid 100 percent and the assistant surgeon
would be paid 16 percent. If this were the case, the cardiologist that performs the work described
by CPT code 76989 would be valued at 0.30 work RVUs (based on 16 percent of the finalized
work RVU of 1.90 for CPT code 96987). Similarly, CPT code 93315 cannot be billed with
modifier 62 or 80, but rather the codes were structured to allow for multiple providers to perform
different parts of the aggregate service represented by CPT code 93315 by cardiologists and
cardiac anesthesiologists, yet the work RVUs of CPT codes 93317 and 93316 do not total more
than the work RVU of CPT code 93315.

We continue to believe that the sum of the work RVUs for CPT codes 76988 and 76989
should not be more than the aggregate work RVU of CPT code 76987 and disagree with the
RUC that CPT code 76989 should be valued higher than CPT code 76988 based on the code
descriptions and breakdown of service parts. Therefore, we are finalizing a work RVU of 0.70
for CPT code 76989 based on the subtraction of the finalized work RVU of 1.20 for CPT code
76988 from finalized work RVU of 1.90 for CPT code 76987. We subtracted these final work
RVUs from each other to calculate the work RVU for CPT code 76989 to maintain the
relationship where the work RVUs for CPT codes 76988 and 76989 sum to the work RVU of
CPT code 76987. We note that commenters did not respond to the request for additional
information that clarified the intensity of each part of the service as broken out from the
aggregate work RVU of CPT code 76987 to adequately account for the cardiothoracic surgeon
and cardiologist’s time and intensity to perform CPT codes 76988 and 76989. We note that this
final work RVU is greater than the 0.30 work RVUs that the cardiologist would receive if the
surgeons were able to bill CPT code 76987 with modifier 80, greater than the proposed work
RVU of 0.54, and greater than the work RVU of 0.63 that would result if we maintained the
proposed methodology for calculating a work RVU for CPT code 76989, in which it where it

was based on 1/3 of the work RVU of CPT code 76987 (1.90 * 1/3 = 0.63).



With regards to the intraservice time for CPT code 76989, we agree with the commenters
that it is possible that the survey respondents underestimated their intraservice time because they
are in and out of the operating room throughout the procedure, and that it is typical that the
cardiologist spends 20 minutes of intraservice time for CPT code 76989 rather than the proposed
15 minutes. Therefore, we are finalizing the RUC-recommended work times for CPT code 76989
as follows: 5 minutes of pre-evaluation time, 20 minutes of intraservice time, and 10 minutes of
immediate postservice time for total time of 35 minutes.

After consideration of the public comments, we are finalizing the proposed work RVUs
for CPT codes 76984 and 76998 of 0.60 and 0.91, respectively, the RUC-recommended work
RVUs of 1.90 and 1.20 for CPT codes 76987 and 76988, respectively, and a work RVU of 0.70
for CPT code 76989.

(17) Percutaneous Coronary Interventions (CPT code 92972)

In September 2022, the CPT Editorial Panel created one new Category I CPT code for
percutaneous coronary lithotripsy. Sixteen other percutaneous coronary intervention (PCI) codes
were considered part of the code family but were ultimately not reviewed by the RUC. New add-
on CPT code 92972 was reviewed by the RUC on an interim basis for CY 2024 while the entire
percutaneous coronary intervention code family was referred to the CPT Editorial Panel for
restructuring for the CY 2025 cycle.

We proposed the RUC-recommended work RVU of 2.97 for CPT code 92972
(Percutaneous transluminal coronary lithotripsy). The RUC did not recommend and we did not
propose any direct PE inputs for this facility-based add-on service.

Comment: Several commenters thanked CMS for our consideration and for proposing the
RUC’s recommended work RVU for this code.

Response: We appreciate the support for our proposals from the commenters.

After consideration of the public comments, we are finalizing the work RVU and lack of

direct PE inputs for CPT code 92972 as proposed.



(18) Auditory Osseointegrated Device Services (CPT codes 92622 and 92623)

In February 2022, the CPT Editorial Panel created CPT code 92622 (Diagnostic analysis,
programming, and verification of an auditory osseointegrated sound processor, any type, first 60
minutes) and 92623 (Diagnostic analysis, programming, and verification of an auditory
osseointegrated sound processor, any type,; each additional 15 minutes (list separately in
addition to code for primary procedure) for CY 2024. CPT code 92623 serves as the add-on
code for base CPT code 92622.

We proposed the RUC-recommended work RVU of 1.25 for CPT code 92622 and 0.33
for CPT code 92623. We also proposed the RUC-recommended direct PE inputs for both codes.
Additionally, because audiologists provide these services, we proposed to add CPT codes 92622
and 92623 to the list of audiology services that can be billed with the AB modifier, that is
personally provided by audiologists without a physician/NPP referral for non-acute hearing
conditions — the list for CY 2023 is available at https://www.cms.gov/audiology-services.

Comment: A majority of commenters supported the CMS proposal of the RUC-
recommended values for CPT codes 92622 and 92623, as well as the proposal to add the AB
modifier.

Response: We thank the commenters for their support.

Comment: One commenter disagreed with the valuation of these codes and stated that the
RVU work value of 1.25 for CPT code 92622 is lower than other, less technical timed audiology
codes and as a result will cause financial problems for audiologists to continue providing these
procedures. This commenter urged CMS to reconsider the valuation of these codes.

Response: We thank the commenter for their feedback but we continue to believe that the
RUC-recommended values for these codes are correct. The RUC’s recommended work RVU
was based on a survey of 45 audiologists and supported by two key reference service codes: CPT
codes 92626 (Evaluation of auditory function for surgically implanted device(s) candidacy or

postoperative status of a surgically implanted device(s); first hour) (work RVU = 1.40, 7 minutes



pre-service, 60 minutes intra-service and 10 minutes post-service time)) and 92603 (Diagnostic
analysis of cochlear implant, age 7 years or older; with programming) (work RVU = 2.25, 20
minutes pre-service, 82 minutes intra-service and 20 minutes post-service time)). These codes
are optimal comparators as both have similar intensity to the surveyed code and service period
times that increase respectively as the RVU increases. These reference service codes demonstrate
appropriate relativity within other XXX-global audiologic and hearing implant testing services.

After consideration of the comments, we are finalizing the work RVUs and direct PE
inputs for CPT codes 92622 and 92623 as proposed.

(19) Venography Services (CPT codes 93584, 93585, 93586, 93587, and 93588)

In February 2022, the CPT Editorial Panel created six new CPT add-on codes to describe
Venography services that are performed during cardiac catheterization for congenital heart
defects in the superior vena cava (SVC), the inferior vena cava (IVC), and in other congenital
veins, that will be reported in conjunction with the main cardiac catheterization procedure codes
(CPT codes 93593 — 93598). CPT codes 93584 (Venography for congenital heart defect(s),
including catheter placement, and radiological supervision and interpretation, anomalous or
persistent superior vena cava when it exists as a second contralateral superior vena cava, with
native drainage to heart (List separately in addition to code for primary procedure)) and CPT
codes 9X001 (Venography for congenital heart defect(s), including catheter placement,
and radiological supervision and interpretation, inferior vena cava (List separately in addition
to code for primary procedure)) were to replace the two more general CPT codes 75827
(Venography, caval, superior, with serialography, radiological supervision and interpretation)
and 75825 (Venography, caval, inferior, with serialography, radiological supervision and
interpretation). CPT code 9X001 has since been rescinded, and all the remaining new add-on
codes have been clarified to state in their descriptors that they are specifically for congenital

heart defects.



For CPT code 93584 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation; anomalous or persistent superior
vena cava when it exists as a second contralateral superior vena cava, with native drainage to
heart (List separately in addition to code for primary procedure)), the AMA RUC proposed a
work RVU of 1.20 for 10 minutes of intra-service time and total time. We proposed the AMA
RUC recommended work RVU of 1.20 with 10 minutes of intra-service time and total time for
CPT code 93584.

For CPT code 93585 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation; azygos/hemi-azygos venous
system (List separately in addition to code for primary procedure)), the AMA RUC proposed a
work RVU of 1.13 for 10 minutes of intra-service time and total time. We noted that this code
has the same number of minutes as CPT code 93584, but with a lower recommended work RVU.
We proposed the AMA RUC recommended work RVU of 1.13 with 10 minutes of intra-service
time and total time for CPT code 93585.

For CPT code 93586 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation, coronary sinus (List separately in
addition to code for primary procedure)) the AMA RUC proposed a work RVU of 1.43 for 12
minutes of intra-service time and total time. We noted that this code has two additional minutes
than CPT code 93584 which is 20 percent more in physician time than the 10 minutes from CPT
code 93584. We proposed the AMA RUC recommended work RVU of 1.43 with 12 minutes of
intra-service time and total time for CPT code 93586.

For CPT code 93587 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation,; venovenous collaterals originating
at or above the heart (e.g., from innominate vein) (List separately in addition to code for primary

procedure)), the AMA RUC proposed a work RVU of 2.11 for 16 minutes of intra-service time

and total time. We noted that this code has six additional minutes more than CPT code 93584



(10 minutes), which is 60 percent more physician time. Although we do not imply that increases
in time as reflected in survey values must equate to a one-to-one or linear increase in the
valuation of work RVUs, we believe that since the two components of work are time and
intensity, significant increases in time within the same code family should typically be reflected
in increases to work RVUs. In the case of CPT code 93587, we believe that it would be more
accurate to propose a work RVU of 1.92 to account for this increase in the surveyed work time
as compared with CPT code 93584. Therefore, we proposed a work RVU of 1.92 along with 16
minutes of intra-service time and total time for CPT code 93587.

For CPT code 93588 (Venography for congenital heart defect(s), including catheter
placement, and radiological supervision and interpretation,; venovenous collaterals originating
below the heart (e.g., from the inferior vena cava) (List separately in addition to code for
primary procedure)), the AMA RUC proposed a work RVU of 2.13 for 17 minutes of intra-
service time and total time. We noted that this code has seven additional minutes more than CPT
code 93584 (10 minutes), which is 70 percent more physician time than CPT code 93584.
Although we do not imply that increases in time as reflected in survey values must equate to a
one-to-one or linear increase in the valuation of work RVUs, we believe that since the two
components of work are time and intensity, significant increases in time within the same code
family should typically be reflected in increases to work RVUs. In the case of CPT code 93588,
we believe that it would be more accurate to propose a work RVU of 2.04 to account for this
increase in the surveyed work time as compared with CPT code 993584. Therefore, we
proposed a work RVU of 2.04 along with 17 minutes of intra-service time and total time for CPT
code 93588.

The RUC did not recommend and we did not propose any direct PE inputs for the five
codes in the Venography Services family.

Comment:. We received a few comments concerning these five new add-on codes for

Venography congenital heart defect(s). All commenters were in favor of CMS accepting the



AMA RUC recommended work RVUs for CPT codes 93584, 93585, and 93586. All
commenters were also not in favor of the CMS proposed work RVUs for CPT codes 93587 and
93588, and they urged CMS to withdraw our proposed values and accept the RUC recommended
values. Additionally, commenters stated that CPT codes 93584, 93585, 93586, 93587 and
93588, which were introduced for review as a family of congenital heart catheter add-on codes,
are actually more of a selectively unique group of codes that are distinct from one another, rather
than a family of codes in the usual sense, and CMS had mistakenly treated them as a usual
family of codes.

Response: We agree with the commenters regarding the grouping of these congenital
heart catheter add-on codes. We acknowledge that these codes are services that are selectively
unique and distinct from one another, and that they are not a just family of codes that are a series
of similar services, as in having a base code with successively increasing values of magnitude of
similar iterations in a rank order. As a result, we are finalizing the AMA RUC recommended
work RVUs of 2.11 for CPT code 93587, and 2.13 for 93588. We are also finalizing the AMA
RUC recommended work RVUs for CPT codes 93584, 93585, and 93586, as proposed.

(20) Post Operative Low-Level Laser Therapy (CPT code 97037)

In May 2022, the CPT Editorial Panel created CPT code 97037 (Application of a
modality to 1 or more areas, low-level laser therapy (ie, non-thermal and non-ablative), for post
operative pain reduction) to describe the application of low-level laser therapy for post operative
pain reduction. The RUC did not offer a recommendation on CPT code 97037 and we did not
realize that this code would be added to the CPT code set for CY 2024 until after the publication
of the proposed rule. Although we did not receive recommendations for CPT code 97037 and did
not have the opportunity to solicit public comments on its valuation, we are finalizing non-
covered status (Procedure Status “N”) for CPT code 97037 because NCD 270.6 states: The use
of infrared and/or near-infrared light and/or heat, including monochromatic infrared energy, is

non-covered for the treatment, including the symptoms such as pain arising from these



conditions, of diabetic and/or non-diabetic peripheral sensory neuropathy, wounds and/or ulcers
of the skin and/or subcutaneous tissues. Thus, it is noncovered by Medicare.
(21) General Behavioral Health Integration Care Management (CPT code 99484, and HCPCS
code G0323)

We proposed to refine the work RVU of both CPT code 99484 and HCPCS code G0323,
(see section II.J.1.c. of this final rule), by increasing the work RVU to 0.93 from the current 0.61
and increasing the work time to 21 minutes to match the results of the surveyed work time. For
CPT code 99484 we proposed the direct PE inputs as recommended by the RUC without
refinement. We also proposed the same PE inputs for HCPCS code G0323.

CMS created four behavioral health integration (BHI) HCPCS G-codes for CY 2017. In
2018 the codes were replaced by new CPT codes. At that time RUC specialty societies undertook
a survey, but the RUC did not use the survey results to establish work RVUs, and instead
adopted the valuations we had finalized in 2017. For CY 2017 we finalized a work RVU of 0.61
based on a direct crosswalk from CPT code 99490 (chronic care management services) (81 FR
80351). We recognized that the services described by CPT code 99490 are distinct from those
furnished under BHI, but we stated that until we have more information about how the services
described by HCPCS code G0507 (replaced in 2018 by CPT code 99484) are typically furnished,
we believed valuation based on an estimate of the typical resources would be most appropriate
(81 FR 80351). For CY 2022 we increased the value of CPT code 99490 from 0.61 to 1.00 (86
FR 65118).

In the CY 2023 PFS final rule (87 FR 69549), we finalized a new HCPCS code G0323
(care management services for behavioral health conditions, at least 20 minutes of clinical
psychologist or clinical social worker time, per calendar month. (These services include the
following required elements: Initial assessment or follow-up monitoring, including the use of
applicable validated rating scales; behavioral health care planning in relation to

behavioral/psychiatric health problems, including revision for patients who are not progressing



or whose status changes, facilitating and coordinating treatment such as psychotherapy,
coordination with and/or referral to physicians and practitioners who are authorized by
Medicare to prescribe medications and furnish E/M services, counseling and/or psychiatric
consultation; and continuity of care with a designated member of the care team.)) (See section
II.J.1.c. of this final rule, for final code descriptor refinement.) We valued HCPCS code G0323
based on a direct crosswalk to the work values and direct PE inputs for CPT code 99484, because
we believed the services described by HCPCS code G0323 mirrored those described by CPT
code 99484. We noted that we may consider changes in how this code is valued for future
rulemaking.

We continue to be concerned about undervaluing care management services under the
PFS given the variability of costs involved with these evolving models of care. The RUC has
recommended revaluing CPT code 99484, following a survey of 63 respondents. The median
survey work RVU was 1.30, and the median time was 21 minutes (all intra-service). The
specialty societies recommend a value of 0.93 based on a crosswalk to code 99202. We believe
the specialty societies are in a good position to understand the evolving practice models. The
RUC has recommended the 25 percentile survey work RVU of 0.85. Consistent with our goals
of ensuring continued and consistent access to these crucial care management services we are
finalizing to increase the work RVU of CPT code 99484 to 0.93. This value reflects the work
RVU of CPT code 99202, which has a similar work time.

We continue to believe that the services described by HCPCS code G0323 (section
II.J.1.c. of this final rule) closely mirror those described by CPT code 99484. As we proposed to
update the work RVU and one of the PE inputs for CPT code 99484, we continue to believe that
a direct crosswalk to the work values and direct PE inputs for CPT code 99484, is an appropriate
valuation of the level, time, and intensity of the services under HCPCS code G0323 (section

I.J.1.c. of this final rule). As such we proposed to value HCPCS code G0323, (section II.J.1.c. of



this final rule), based on a direct crosswalk to the work values and direct PE inputs for CPT code
99484, previously in this section.

We continue to believe that there is a systemic undervaluation of work estimates for
behavioral health services. We proposed values for CY 2024 that we believe will more
accurately value the work involved in delivering behavioral health services.

Comment: Nearly all commenters were supportive of our proposal to increase payment
for general behavioral health integration services. Some also expressed their appreciation for our
support for multiple evidence-based models of integrated care, as it allows psychologists the
flexibility required to support the behavioral health needs of the broader community. Some
requested that we increase the payment for CPT code 99484 and HCPCS code G0323 to, ata
minimum, account for the lower reimbursement rate that nonphysician MH and SUD counselors
receive for delivering these services (75 percent of the Physician Fee Schedule) and ensure that
such providers receive an adequate rate. Other commenters urged us to ensure the reimbursement
rates are adequate, accounting for the systemic undervaluation of work for behavioral health
services and increase where appropriate.

Response: We thank commenters for their overwhelming support for our proposal. We
note that the statute requires that clinical social workers are paid 75 percent of the amount paid to
clinical psychologists. We also note that we are refining the code descriptor for HCPCS code
G0323 to allow two new provider types to bill HCPCS code G0323. We refer commenters to
section II.J.1.c. of this final rule for discussion of these two new provider types and to section
I1.J.5. of this final rule discussion of steps we are taking to improve the accuracy of the valuation
of behavioral health services. We are finalizing values for CPT code 99484 and HCPCS code
G0323, as proposed.

Comment: Some commenters requested that CMS consider creating a code for 20
minutes of additional care management services for behavioral health conditions. One

commenter requested that CMS also increase payment for the three Collaborative Care Model



behavioral health integration codes. Another requested that CMS also increase payment for
Screening, Brief Intervention, and Referral to Treatment (SBIRT) services (HCPCS codes
G0396 and G0397) to encourage greater integration of SUD treatment in primary care and more
widespread screening for SUDs.

Response: We may consider the development of a code for 20 additional minutes of care
management services for behavioral health conditions in future rulemaking. We note that we
have a process for potentially misvalued codes, whereby we adjust the codes’ RVUs taking into
account recommendations provided by interested parties. On an annual basis prior to developing
the proposed rule, we seek nominations from the public and from interested parties for codes that
they believe we should consider as potentially misvalued. We invite the commenters to make
such nominations per the process outlined in section I1.C. of this final rule.

Comment: One commenter encouraged us to ensure that non-Medicare eligible Addiction
Counselors and peer support specialists be permitted to participate in furnishing BHI services,
consistent with applicable requirements for auxiliary personnel.

Response: We thank the commenter for raising the contributions that addiction
counselors and peer support specialists might be able to make in the delivery of general
behavioral health integration services as auxiliary personnel. CPT code 99484 may be billed by a
physician or nonphysician practitioner (NPP), referred to as a qualified health care professional
in the AMA’s CPT Editorial Panel CPT® codebook, whose State licensure and scope of practice
includes evaluation & management (E/M) services and who is authorized under their Medicare
statutory benefit category to bill Medicare independently for their services (See FAQs about
billing Medicare for BHI services, https.//www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/PhysicianFeeSched/Downloads/Behavioral-Health-Integration-FAQs.pdf). Medicare
Part B pays for services and supplies incident to the service of a physician (or other practitioner),
under § 410.26. This regulation permits payment for services and supplies furnished by the

physician or other practitioner with an incident to benefit or auxiliary personnel. Auxiliary



personnel must meet any applicable requirements to provide incident to services, including
licensure, imposed by the State in which the services are being furnished. As such, a physician or
NPP would be able to bill for behavioral health integration services furnished by addiction
counselors and peer support specialists as auxiliary personnel under their general supervision if
the addiction counselors and peer support specialists meet all the requirements under § 410.26.

We created HCPCS code G0323 specifically for clinical psychologists and social workers
(section I1.J.1.c. of this final rule), whose scope of practice does not include evaluation &
management (E/M) services, to bill general behavioral health integration services. Only clinical
psychologists have an incident to benefit enabling them to bill for general behavioral health
integration services furnished under their general supervision by auxiliary personnel.

Comment: One commenter expressed dissatisfaction with the adequacy of the behavioral
health integration codes and on that basis stated there was no need to increase their payment rates
at this time. On the other hand, the commenter did offer that over time CMS should review and
increase payment for more mental health and substance use services and integrated care codes to
incentivize more providers to participate in Medicare and support innovation.

Response: We thank the commenter for their perspective and feedback. As discussed in
the proposal we agree with the RUC and specialty societies that an increase in work RVUs is
appropriate at this time. We are finalizing as proposed the work RVUs for both CPT code 99484
and HCPCS code G0323, (see section I1.J.1.c. of this final rule), by increasing the work RVU to
0.93 from the current 0.61 and increasing the work time to 21 minutes to match the results of the
surveyed work time. For CPT code 99484, we are finalizing the direct PE inputs as
recommended by the RUC without refinement. We are also finalizing the same PE inputs for
HCPCS code G0323.

(22) Advance Care Planning (CPT codes 99497 and 99498)
In January 2022, the Relativity Assessment Workgroup reviewed CPT codes 99497 and

99498. The Workgroup determined these advance care planning services should be examined



given the recent changes in evaluation and management services. The RUC recommended that
CPT codes 99497 and 99498 be surveyed for physician work and practice expense for the April
2022 RUC meeting. The RUC recommended no changes in physician time, work RVUs, or
direct PE inputs for these services for CY 2024.

We proposed the RUC-recommended work RVU of 1.50 for CPT code 99497 and 1.40
for CPT code 99498, which are the current values for these codes. We proposed the RUC-
recommended direct PE inputs for these codes without refinement.

Comment: Some commenters supported our proposal to value these services with the
RUC-recommended work RVUs and direct PE inputs without refinement.

Response: We appreciate the support of commenters.

Comment: One commenter did not support our proposal and stated that we should instead
finalize work RVUs based on the survey median values, stating that the fact that CPT code
99498 is valued at an interval between the 25th and the median work RVU is anomalous and that
the proposed values do not reflect that primary care delivery has become significantly more
complex for providers and patients.

Response: As the commenter noted, the RUC survey material states, “When CPT code
99498 is reported, it is typically a much more difficult situation that requires extra time and
effort beyond that required for the base code and usually includes the presence of family
members. This add-on code is more intense than the first 30 minutes of advance care planning
because the physician or qualified health care professional (QHP) is not just filling out forms but
is working through contentious and difficult issues and educating the family members on all
diagnoses to reach planning decisions.” We believe this difference in intensity between the two
codes is accurately reflected in the slightly higher intensity of CPT code 99498 that results from
the RUC-recommended values.

After considering the comments, we are finalizing the RUC-recommended work RVUs

and direct PE inputs for these codes without refinement, as proposed.



(23) Pelvic Exam (CPT code 99459)

In September 2022, the CPT Editorial Panel created a new CPT code for reporting a
pelvic exam — CPT code 99459. The specialty societies noted that reimbursement for the work
would be captured with the problem-oriented E/M code billed for the visit. The CPT Editorial
Panel agreed, thus the new code is a practice expense only code that captures the direct practice
expenses associated with performing a pelvic exam in the non-facility setting. CPT code 99459
(Pelvic Exam) captures the 4 minutes of clinical staff time associated with chaperoning a pelvic
exam.

We proposed the RUC-recommended direct-PE inputs for CPT code 99459 without
refinement. As a PE-only service, the RUC did not recommend and we did not propose a work
RVU for this code.

Comment: One commenter noted that they believe there was an error with Addendum B
regarding the PE RVUs for CPT code 99459.

Response: We thank the commenter for their support. We do not believe there is an error
in Addendum B for CPT code 99459. The PE RVUs are listed correctly with 0.68 RVUs for non-
facility and “NA” for facility, as there are no direct-PE inputs for this code in the facility setting.

After consideration of the public comments, we are finalizing our direct PE inputs for
CPT code 99459 as proposed.

(24) Hyperthermic Intraperitoneal Chemotherapy (HIPEC) (CPT codes 96547 and 96548)

In September 2022, the CPT Editorial Panel created two time-based add-on Category I
CPT codes 96547 (Intraoperative hyperthermic intraperitoneal chemotherapy (HIPEC)
procedure, including separate incision(s) and closure, when performed; first 60 minutes) and
96548 (Intraoperative hyperthermic intraperitoneal chemotherapy (HIPEC) procedure,
including separate incision(s) and closure, when performed, each additional 30 minutes). CPT
codes 96547 and 96548 were surveyed for the January 2023 RUC meeting. While reviewing the

survey data, it was noted by specialty societies that the instructions were not sufficient as the



survey data reflected time estimates that exceeded the time specified in the new time-based code
descriptors. The RUC has stated that the survey results for both CPT codes 96547 and 96548 are
inaccurate and that the codes should be resurveyed for 2025. Therefore, the RUC recommended

contractor pricing for CPT codes 96547 and 96548 and that they be referred to the CPT Editorial
Panel for revision.

We proposed to contractor price CPT codes 96547 and 96548 for CY 2024.

Comment: We received comments in support of our proposed contractor pricing for
Hyperthermic Intraperitoneal Chemotherapy (HIPEC).

Response: We thank commenters for their support. After consideration of the public
comments, we are finalizing contractor pricing for these codes as proposed.

(25) Hyperbaric Oxygen Under Pressure (HCPCS code G0277)

In 2015, CMS created HCPCS code G0277 (Hyperbaric oxygen under pressure, full body
chamber, per 30 minute interval) to describe direct practice expense inputs associated with CPT
code 99183 (Physician or other qualified health care professional attendance and supervision of
hyperbaric oxygen therapy, per session) (consistent with the Medicare Hospital Outpatient
Prospective Payment System coding mechanism). At the September 2022 Relativity Assessment
Workgroup meeting, HCPCS code G0277 was identified as a high-volume growth code with
Medicare utilization of 10,000 or more that have increased by at least 100 percent from 2015
through 2022 and was reviewed at the January 2023 RUC meeting. Hyperbaric oxygen therapy is
typically administered to one patient in one hyperbaric chamber for 2 hours. Two hours is
typical, and all inputs are prorated for four units being performed (each 30 minutes, totaling 2
hours). All medical supply and time inputs were divided into quarters.

There was a change in the dominant specialty providing this service, which is now
primarily performed by family medicine. There was also a change in clinical staff type, and it is
now typical for a single staff person to perform all activities (RN/ Respiratory Therapist) as

opposed to two staff (an RN/LPN/MA and an RN/respiratory therapist). This was primarily due



to a 2016 change by the National Board of Diving and Hyperbaric Medical Technology to no
longer allow certified nursing assistants and certified medical assistants to be eligible to take the
certified hyperbaric technologist examination. The PE Subcommittee agreed with the specialty
societies to update the clinical staff type to reflect solely L047C RN/Respiratory Therapist. We
agreed with the specialties that the intra-service time is more appropriately labeled as clinical
activity CA021 (Perform procedure/service---NOT directly related to physician work time) as
opposed to CA018 due to the change in clinical staff type.

We proposed to refine the clinical labor time for the CA013 activity (Prepare room,
equipment, and supplies) from 1.5 minutes to 0.5 minutes, as well as the clinical labor time for
the CAO016 activity (Prepare, set-up and start 1V, initial positioning and monitoring of patient)
from 1 minute to 0.5 minutes to align with the 2-minute standard for these clinical activities. We
arrived at these refinements by dividing the standard 2-minutes of clinical labor times for CA013
and CA016 by four to account for all inputs being prorated for four units being performed for
one typical 2-hour session. CA013 and CA016 would each be 0.5 minutes per 30-minute
interval, which amounts to the standard 2 minutes for these clinical activities when four units are
billed for the typical 2-hour session. The RUC recommended 30 minutes for clinical labor
activity CA021 (Perform procedure/service---Not directly related to physician work time (intra-
service time) based on a flawed assumption that the current 15 minutes for CA021 accounts for
two patients receiving treatment simultaneously. We noted that it had been standard for one
patient to receive treatment at a time, and the current 15 minutes for CA021 was based on a time
ratio to the CY 2015 RUC-recommended direct PE inputs for CPT code 99183; therefore, we
disagreed with this RUC recommendation and proposed to refine the recommended intra-service
CAO021 clinical labor time to maintain the current 15 minutes. This was to reflect the 2015 PFS
final rule where “we used the RUC recommended direct PE inputs for CPT code 99183 and
adjusted them to align with the 30-minute treatment interval” (79 FR 67677). Each PE input was

prorated for four units of HCPS code G0277 being provided in one typical 2-hour session. Since



CPT code 99183 (Physician or other qualified health care professional attendance and
supervision of hyperbaric oxygen therapy, per session) was a 120-minute code with 60-minute
intra-service time, all PE inputs in HCPCS code G0277 were prorated for four units being
performed.

To conform to these changes in clinical labor time, we also proposed to refine the
equipment time for the EQ362 (HBOT air break breathing apparatus demand system (hoses,
masks, penetrator, and demand valve)) and EQ131 (hyperbaric chamber) equipment items from
the recommended 39.75 minutes to 23.25 minutes. This was a result of the 15-minute intra-
service time, as opposed to the RUC recommendation of 30 minutes of intra-service time.

Comment: We received many public comments disagreeing with the proposed
refinements to the intra-service time (CA021) for HCPCS code G0277. Many of these comments
were based on a concern for patient safety and supervision. Commenters stated that the standard
of practice for patient safety is attendance and availability of clinical staff for 100 percent of the
time. In case of an adverse event that could occur at any point in treatment, the clinical staff must
be present to notify the physician to alter or stop the treatment. One staff member per patient
must be available to carry out emergency procedures. Commenters provided many scenarios
where an adverse event may require clinical staff attendance and availability. Due to this
standard of practice, commenters stated that it is necessary for the clinical staff time to align with
the code descriptor (30 minutes). The 30-minute clinical staff time is required because the patient
is at pressure for longer than the 15-minute proposed time during the treatment. In a standard 2-
hour session, which would account for four units of HCPCS code G0277, patients are at pressure
for 106-110 minutes. Having a clinical staff time for a total of 60-minutes would not meet the
standard of practice in which the clinical staff is in attendance for the entire treatment. There
were similar comments regarding the equipment times; commenters specified that the equipment
is used the entire treatment time. Commenters also provided information about the rarity of

multiple patients to receive treatment at the same time, so intra-service time must be 30 minutes.



Response: We agree with the commenters and are finalizing the RUC-recommended
clinical labor time of 30 minutes for the CA021 clinical labor task. We acknowledge that this
time is needed to meet the standard of practice for clinical staff supervision during the entire
treatment to ensure patient safety and to align with the time that patients are at pressure. This will
also affect the equipment times (EQ362 and EQ131), adjusting each to 38.25 minutes to align
with the adjustment to clinical staff time. This is because clinical labor task CA021 is used in the
formula to calculate EQ362 and EQ131, so any refinements to CA021 also changes those values.
We are finalizing RUC proposed values for CA021, EQ362, and EQ131.

Comment: Many commenters pointed out that clinical staff must be supervised by a
physician the entire time, so clinical staff time should not be separate from physician work.

Response: The change in designation of intra-service time from CA018 to CA021 was a
RUC recommendation that CMS agreed with. We specify that clinical staff are supervised by
physicians during the entirety of the treatment. Physician or QHP work is accounted for in CPT
code 99183 (Physician or other qualified health care professional attendance and supervision of
hyperbaric oxygen therapy), while HCPCS code G0277 solely accounts for practice expenses
associated with hyperbaric oxygen therapy. The change from the CA018 to the CA021 clinical
labor task is a clerical update to reflect the fact that HCPCS code G0277 does not have an
intraservice work time by virtue of being a PE-only code. We are finalizing as proposed to
change the intra-service time from CA018 to CA021, consistent with the RUC recommendations.

Comment: We received many public comments disagreeing with CMS’ proposed
refinements to the clinical staff time (CA013 and CA016) which CMS proposed at 0.5 minutes
per 30-minute interval, which amounts for each of them to equal the standard 2 minutes for these
clinical activities when four units are billed for the typical 2-hour session. Commenters stated
that clinical activities must align with the same clinical labor values for CPT code 99183 (the
code for this service that is associated with physician work), which exceed the 2-minute

standard. One commenter stated that during this clinical activity time, clinical staff complete



additional activities. Commenters specified that one reason for clinical activity time to be beyond
the standard, is due to increased need for disinfecting and infection control for the next patient.

Response: We note that all input values for HCPCS code G0277 do not align with CPT
code 99183, and therefore, clinical activity times do not need to have the same values. We do
not agree that CA013 and CA016 exceed the 2-minute standard for those inputs. We calculated
these times to align with these specific clinical activities (in this case CA013 and CA016). Each
clinical activity has a separate time calculation; therefore, the 2 minutes total for CA013 only
includes preparing the room, equipment, and supplies. The 2 minutes total for CA016 only
includes preparing, setting up and starting the IV and initial positioning and monitoring of
patient. We do not consider staff completing additional activities during these specified times .
We note that we did not adjust any of the time requirements that involve post-service time, for
example cleaning rooms and equipment. The refinements to CA013 and CA016 that we are
finalizingdo not affect the time spent ensuring infection control. We would also like to note that
CAO013 and CAO16 are not the only aspects of pre-service for the treatment, they are the only
ones that had refinements in this rulemaking cycle. All other values for pre-service time are
aligned with the RUC recommendations. We disagree with commenters and are finalizing the
proposed time refinements for CA013 and CAO016 to align with the standard 2 minutes for these
clinical activities.

After consideration of the public comments, we are finalizing the proposed CA013 and
CAO016 direct PE inputs for HCPCS code G0277 and we are finalizing the RUC-recommended
clinical labor time of 30 minutes for CA021 and equipment times (EQ362 and EQ131) of 38.25
minutes, as detailed above.

(26) Remote Interrogation Device Evaluation — Cardiovascular (HCPCS code G2066, and CPT
codes 93297, and 93298)
CPT code 93299 (Interrogation device evaluation(s), (remote) up to 30 days; implantable

cardiovascular physiologic monitor system or subcutaneous cardiac rhythm monitor system,



remote data acquisitions(s), receipt of transmissions and technician review, technical support
and distribution of results) was meant to serve as a catch-all for both base CPT codes 93297 and
93298, which are work-only codes. However, the CPT Editorial Panel determined that CPT code
93299 was no longer necessary if CPT codes 93297 and 93298 were assigned direct PE inputs
and therefore recommended CMS to delete CPT code 93299 at the beginning of CY 2020 under
the assumption that CPT codes 93297 and 93298 would be assigned direct PE inputs. Since CMS
did not agree with the recommended values, CMS decided to not allocate direct PE inputs for
CPT codes 93297 or 93298 and instead created contractor priced HCPCS code G2066 for CY
2020 to ensure these services could still be furnished that were previously described under CPT
code 93299 (84 FR 62777 and 62778). Since the publication of the CY 2020 PFS final rule,
HCPCS code G2066 has remained contractor priced and CPT codes 93297 and 93298 remain as
work-only codes. CMS continues to work with MACs and interested parties to address a lot of
the payment concerns surrounding G2066 such as discrepancies in payment between
jurisdictions. However, interested parties have indicated that a long-term solution is needed from
CMS in order to help establish payment stability for these services.

Therefore, for CY 2024, we proposed to delete HCPCS code G2066 and proposed the
RUC-recommended direct PE inputs for CPT codes 93297 and 93298. Since CPT code 93298 is
most commonly billed with G2066, the RUC recommended the same inputs for CPT code 93298
and HCPCS code G2066 in the event that no change would be made for HCPCS code G2066.
Since CMS does agree with the RUC recommended values, we proposed to delete HCPCS code
G2066 altogether and establish direct PE-inputs for CPT codes 93297 and 93298 based on the
RUC recommendations.

The RUC did not make recommendations on, and we did not propose any changes to the
work RVUs for CPT codes 93297 and 93298.

Comment: One commenter disagreed with the proposal to delete HCPCS code G2066 and

establish direct PE inputs for CPT Codes 93297 and 93298 because they believed CMS did not



establish an alternative billing mechanism to allow continued access to these services in the
facility setting.

Response: We disagree with the commenter that access to these services will be altered
with the coding change. We note that the services which were previously billed under HCPCS
code G2066 will now be billed under CPT codes 93297 and 93298. This will only change how
the services will be reported but access to these services will remain the same.

Comment: Several commenters disagreed with the CMS proposal of the RUC’s
recommended equipment times for the pacemaker follow-up system (incl software and
hardware) (Paceart) (EQ198) for CPT codes 93297 and 93298. The commenters stated that the
RUC’s PE subcommittee decided that the EQ198 equipment is not used when the technician is
educating or re-educating the patient and accordingly reduced the total equipment minutes per
service assigned to the equipment system. The commenters stated that this is an inaccurate
assumption as the equipment must be operational and accessible for the technician to train the
patient on how to use and understand the monitor, to review clinical status with the patient, to
verify connection status and to further educate the patient about how to initiate transmissions
when needed. The commenters recommended that CMS update the equipment time assigned to
CPT codes 93297 and 93298 to reflect the total clinical labor time assigned to these services, 33
and 69 minutes, respectively.

Response: We disagree with the commenters and continue to agree with the RUC’s
recommendation that the EQ198 equipment would not typically be in use when the technician is
educating or re-educating the patient. We agree with the commenters that the equipment time
would be needed for tasks such as initiating transmissions with the patient and verifying their
connection status. However, this equipment time is already incorporated into CPT codes 93297
and 93298 under the 4 minutes allocated for troubleshooting activities, and as a result we
continue to believe that EQ198 would not typically require additional equipment time above

what the RUC recommended.



Comment: The same commenters stated that if CMS continued to apply fewer minutes of
EQ198 equipment time than the total clinical labor time for CPT codes 93297 and 93298, then
CMS needed to correct a clerical error in the time assigned to the equipment. The commenters
stated that the RUC’s recommendations included 4 minutes of clinical labor time for
education/re-education tasks, however the equipment time assigned to these services was
inadvertently reduced by 11 minutes, in what appeared to be a clerical error. The commenters
stated that if CMS would not set the EQ198 equipment time equal to the total clinical labor time
assigned to these services, then CMS must correct the equipment time to only remove the 4
minutes assigned to education/re-education and finalize 29 minutes of equipment time for CPT
code 93297 and 65 minutes of equipment time for CPT code 93298.

Response: After reviewing this information from the commenters, along with the RUC’s
recommendations for CPT codes 93297 and 93298, we agree that there appears to be a clerical
error in the equipment minutes for EQ198. The RUC provided a sum of clinical labor tasks in its
recommendations listing 33 total minutes for CPT code 93297 and 69 total minutes for CPT code
93298. The RUC stated that it was recommending a removal of the 4 minutes of clinical labor
time allotted for education/re-education tasks from the EQ198 equipment time, but instead
recommended 22 minutes and 58 minutes respectively for the two codes, a decrease of 11
minutes instead of 4 minutes. This was mostly likely an inadvertent error since one of the other
clinical labor tasks (Technician requested transmissions) was listed at 11 minutes. We are
therefore finalizing an increase in the EQ198 equipment time, for both codes, to 29 minutes for
CPT code 93297 and to 65 minutes for CPT code 93298. These refinements should correct the
errors and align with what the RUC presumably intended to recommend.

After consideration of the public comments, we are finalizing our proposal to delete
contractor priced code HCPCS code G2066 and establish direct PE inputs for CPT codes 93297
and 93298.

(27) Payment for Caregiver Training Services



a. Background

In CY 2022, we received AMA RUC recommendations for a new code family of two
codes (CPT code 96202 (Multiple-family group behavior management/modification training for
parent(s)/guardian(s)/caregiver(s) of patients with a mental or physical health diagnosis,
administered by physician or other qualified health care professional (without the patient
present), face-to-face with multiple sets of parent(s)/guardian(s)/caregiver(s), initial 60 minutes)
and CPT code 96203 (Multiple-family group behavior management/modification training for
parent(s)/guardian(s)/caregiver(s) of patients with a mental or physical health diagnosis,
administered by physician or other qualified health care professional (without the patient
present), face-to-face with multiple sets of parent(s)/guardian(s)/caregiver(s), each additional 15
minutes (List separately in addition to code for primary service)) that described group caregiver
training services for patient behavior management/modification (without the patient in
attendance). In CY 2023 we received AMA RUC recommendations for a family of three new
caregiver training codes (CPT code 97550 (Caregiver training in strategies and techniques to
facilitate the patient's functional performance in the home or community (e.g., activities of daily
living [ADLs], instrumental ADLs [IADLs], transfers, mobility, communication, swallowing,
feeding, problem solving, safety practices) (without the patient present), face-to-face; initial 30
minutes), and add-on code, CPT code 97551 (each additional 15 minutes (List separately in
addition to code for primary service) (Use 97551 in conjunction with 97550)), and 97552 (Group
caregiver training in strategies and techniques to facilitate the patient's functional performance
in the home or community (eg, activities of daily living [ADLs], instrumental ADLs [IADLs],
transfers, mobility, communication, swallowing, feeding, problem solving, safety practices)
(without the patient present), face-to-face with multiple sets of caregivers). Historically, we have
taken the position that codes describing services furnished to other individuals without the
patient's presence are not covered services. As we noted in the CY 2023 PFS final rule (87 FR

69521), we have explained in previous rulemaking that we read section 1862(a)(1)(A) of the Act



to limit Medicare coverage and payment to items and services that are reasonable and necessary
for the diagnosis and treatment of an individual Medicare patient's illness or injury or that
improve the functioning of an individual Medicare patient's malformed body member. For
example, in the CY 2013 PFS final rule (77 FR 68979), when discussing payment for the non-
face-to-face care management services that are part of E/M services, we stated that Medicare
does not pay for services furnished to parties other than the patient. We listed, as an example,
communication with caregivers. Because the codes for caregiver behavior management training
described services furnished exclusively to caregivers rather than to the individual Medicare
patient, we indicated that we did not review the RUC-recommended valuation of these codes or
propose to establish RVUs for these codes for purposes of PFS payment. Although we did not
establish payment for the new caregiver behavior management training codes in the CY 2023
PFS final rule, we indicated that there could be circumstances where separate payment for such
services may be appropriate. We stated that we would continue to consider the status of these
and similar services in rulemaking for CY 2024 (87 FR 69522 through 69523). We specifically
requested public comment on how a patient may benefit in medical circumstances when a
caregiver is trained to effectively modify the patient's behavior, how current Medicare policies
regarding these caregiver training services (CTS) can impact a patient's health, and how the
services described by these codes might currently be bundled into existing Medicare-covered
services. (87 FR 69521). Public comments were generally in favor of CMS making payment for
these codes, stating that there is extensive empirical support for training
parents/guardians/caregivers in behavior management/modification as a component of the
standard of care for the treatment of certain social determinants of health (SDOH) behavior
issues and that this training promotes improved outcomes. Commenters also noted that there are
several CPT codes paid under the PFS that describe services that do not include direct contact
with the patient but are still considered integral to the patient's care, including, for example,

separately billable care management services, interprofessional consultations, and caregiver-



focused health risk assessment instrument (eg, depression inventory) for the benefit of the
patient. In response to public comments, we acknowledged the important role caregivers could
have in a patient's overall care.

As indicated in the CY 2023 PFS final rule, we have continued to consider whether the
caregiver behavior management training and similar caregiver training services could be
considered to fall within the scope of services that are reasonable and necessary under section
1862(a)(1)(A) of the Act, in alignment with the principles of the recent Executive Order on
Increasing Access to High-Quality Care and Supporting Caregivers
(https.//www.whitehouse.gov/briefing-room/presidential-actions/2023/04/18/executive-order-on-
increasing-access-to-high-quality-care-and-supporting-caregivers/), and as part of a HHS level
review of our payment policies to identify opportunities to better account for patient-centered
care (https://acl.gov/programs/support-caregivers/raise-family-caregiving-advisory-council),
changes in medical practice that have led to more care coordination and team-based care, and to
promote equitable access to reasonable and necessary medical services. We also believed it was
important for practitioners furnishing patient-centered care to use various effective
communication techniques when providing patient-centered care, in alignment with requirements
under section 1557 of the Affordable Care Act. We stated that we believe that, in certain
circumstances, caregivers can play a key role in developing and carrying out the treatment plan
or, as applicable to physical, occupational, or speech-language therapy, the therapy plan of care
(collectively referred to in this discussion as the "treatment plan") established for the patient by
the treating practitioner (which for purposes of this discussion could include a physician; NPP
such as a nurse practitioner, physician assistant, clinical nurse specialist, clinical psychologist; or
a physical therapist, occupational therapist, or speech-language pathologist). In this context, we
believed Caregiver Training Services (CTS) could be reasonable and necessary to treat the
patient's illness or injury as required under section 1862 (a)(1)(A) of the Act. We had the

opportunity to consider the best approach to establishing separate payment for the services



described by the caregiver training codes, especially as it relates to a practitioner treating a
patient and expending resources to train a caregiver who is assisting or acting as a proxy for the
patient.

For CY 2024, we proposed to establish an active payment status for CPT codes 96202
and 96203 (caregiver behavior management/modification training services) and CPT codes
97550, 97551, and 97552 (caregiver training services under a therapy plan of care established by
a PT, OT, SLP). These codes allow treating practitioners to report the training furnished to a
caregiver, in tandem with the diagnostic and treatment services furnished directly to the patient,
in strategies and specific activities to assist the patient to carry out the treatment plan. We
believed that CTS may be reasonable and necessary when they are integral to a patient's overall
treatment and furnished after the treatment plan (or therapy plan of care) is established. The
CTS themselves need to be congruent with the treatment plan and designed to effectuate the
desired patient outcomes. We believe this is especially the case in medical treatment scenarios
where assistance by the caregiver receiving the CTS is necessary to ensure a successful treatment
outcome for the patient--for example, when the patient cannot follow through with the treatment
plan for themselves.

We solicited public comment on this definition of 'caregiver' for purposes of CTS and
were interested if there were any additional elements of a caregiver that we considered
incorporating in the proposed CTS caregiver definition. We believed that our definition would
allow for holistic patient care with those who know and understand the patient, their condition,
and their environment. We were interested in and solicited comment on how the clinician and
caregiver interactions would typically occur, including when the practitioner is dealing with
multiple caregivers and how often these services would be billed, considering the established
treatment plan involving caregivers for the typical patient.

We proposed that payment may be made for CTS when the treating practitioner identified

a need to involve and train one or more caregivers to assist the patient in carrying out a patient-



centered treatment plan. We further proposed that because CTS are furnished outside the
patient's presence, the treating practitioner must obtain the patient's (or representative's) consent
for the caregiver to receive the CTS. We further proposed that the identified need for CTS and
the patient's (or representative's) consent for one or more specific caregivers to receive CTS must
be documented in the patient's medical record. In the following discussion, we detail the
specific aspects of our proposal and the comments received.

Comment: Most commenters supported the proposals. Many commenters detailed their
experiences as caregivers, while others explained how CTS would have benefited them in the
past. Some commenters also expressed support for CMS' recognition of the efforts of caregivers
in effectuating the treatment of beneficiaries.

Response: We thank commenters for their feedback and value commenters sharing their
experiences on how Caregiver Training Services could be beneficial.

Comment: Some commenters opposed our CTS proposals and stated that the proposed
services are currently provided by organizations better equipped to provide CTS, such as home
health agencies, home and community-based services, and non-profit organizations. Some
commenters expressed concern about the efficacy of the services if the patient is not required to
be present, while another commenter stated that there was insufficient scientific evidence
proving that caregiver training improves patient outcomes. Additionally, one commenter was
worried that CTS would cause medical care to be provided by caregivers as opposed to medical
providers. Overall, many commenters who opposed CTS suggested direct payment be made to
caregivers.

Response: The CTS codes, developed through the AMA CPT Editorial Panel’s process,
describe training services furnished by a practitioner to effectuate the practitioner's treatment
plan to improve treatment outcomes for a patient. We believe there are circumstances where
involving the caregiver in the treating practitioner’s treatment plan through CTS would improve

outcomes for the patient. We also believe that the treating practitioner who develops the



treatment plan is best situated to provide CTS to inform the caregiver on how to help effectuate
the treatment plan they develop for the patient. The availability of these codes and the provision
of these services should not prevent caregivers from seeking support, education, certifications, or
assistance from other organizations. As with other established coding, we expect that the treating
practitioner who furnishes and bills for CTS to furnish services as described by the codes.
Additionally, we note that the codes specify that the patient is not present during the service. We
believe this is in recognition that both the practitioner’s and the caregiver’s undivided attention
should be focused on the training that is being furnished to help the caregiver carry out an
established treatment plan. In response to comments about the effects on patient eligibility to
receive care under other programs or by medical providers, we clarify that the provision of CTS
to a patient’s caregiver does not affect patient eligibility for other Medicare services when
reasonable and necessary. We clarify for commenters that under the statute, Medicare makes
payments under the PFS only to enrolled physicians and other practitioners, not to caregivers.
We continue to believe that CTS services have their place in a reasonable and necessary
treatment plan for some patients and can serve as an important supplement to other caregiver
training and other resources that might be available.

Comment: The majority of commenters supported our proposal to require the patient’s
(or representative’s) consent for the caregiver to receive CTS. One commenter stated that the
patient’s consent for the initial plan of care is sufficient, so further consent is not needed for
CTS. One commenter suggested using the terms "informed consent" or "supported decision
making" instead of consent. Another commenter requested that in cases of an Alzheimer's or
dementia diagnosis, patient consent be obtained early in diagnosis. A few commenters expressed
that they did not want CTS to be required for the caregiver to participate in. One commenter was
concerned about patient privacy if beneficiary consent was not required.

Response: We proposed to specifically require the patient’s (or their representative’s)

consent for CTS because, unlike most services, the patient would not be present for the service.



We believed it would be important to make the patient aware, out of concern for patient privacy,
that the service is furnished outside their presence and that any applicable cost-sharing would be
their responsibility. We do not believe that the general consent to receive treatment would be
sufficient to make a patient aware of the unique circumstances under which CTS are furnished.
For these same reasons, we continue to believe it is appropriate to require a specific consent for
CTS. We are using the term “consent” as opposed to other recommended terms to remain
consistent across other codes with consent requirements across the PFS. In cases of an
Alzheimer’s or dementia diagnosis, we encourage providers to obtain consent from the patient or
their representative for CTS as early as possible in the diagnosis. We want to emphasize that
CTS are not required services but services that the treating practitioner may choose to furnish,
with a patient's consent, in consideration of a patient's diagnosis. If caregivers do not want to
participate in caregiver training, they are not required to do so. We are finalizing, as proposed,
that the patient's (or representative's) consent is required for the caregiver to receive CTS and
that the consent must be documented in the patient’s medical record.

Comment: Commenters requested more guidance regarding CTS, including specifically
asking for descriptions of training sessions, the requirement of post-training resources, materials,
or referrals to social agencies to be provided to caregivers, and for CTS to be culturally
competent (including being provided in languages other than English and at varying literacy
levels). Commenters also requested caregiver assessments to assess burden, capacity, and
understanding. Commenters also suggested that CMS require quality standards for CTS and
suggested teaching methods. Additionally, one commenter requested that documentation of the
caregiver's contact information be required in the patient's health record. Many commenters also
provided input about the settings in which CTS are provided, suggesting that CTS could be
furnished inside the beneficiary's home, or current residence. Commenters requested that CTS

be provided upon discharge from hospitals, skilled nursing facilities, or home health outpatient



services. One commenter requested that CTS be included in the definition of primary care
services for purposes of beneficiary assignment in the Medicare Shared Savings Program.

Commenters also requested additional coding to describe CTS furnished, for example,
when the patient is present for part of all of the training, to recognize reduced time thresholds, to
allow auxiliary personnel to perform CTS, or when training is included for additional tasks.
Commenters also requested that CTS be added to the Medicare telehealth services list.

Response: We appreciate all the information and considerations included in these
comments, which will inform any policy development for CTS in future rulemaking. We will not
be adding these codes to the telehealth list at this time. Additionally, concerns not addressed in
this proposed rule, such as quality standards, teaching methods, and additional requirements may
be considered for future rulemaking.

In the CY 2024 PFS proposed rule, we proposed a definition of "caregiver" for purposes
of CTS and discussed the circumstances under which patients may benefit from care involving
caregivers. We proposed that CTS may meet the conditions for Medicare payment when the
treating practitioner identifies a need to involve and train caregivers to assist the patient in
carrying out a treatment plan established by the treating practitioner. We also proposed values
for each of the CTS codes.

(1) Definition of a Caregiver

In the CY 2024 PFS proposed rule, we proposed to define “caregiver” for purposes of
CTS. We stated that in our ongoing education and outreach work on the use of caregivers in
assisting patients, we have broadly defined a caregiver as a family member, friend, or neighbor
who provides unpaid assistance to a person with a chronic illness or disabling condition
(https://www.cms.gov/outreach-and-
education/outreach/partnerships/caregiver#:~:text=Caregivers%20are%20broadly%20defined
%20as,chronic%20illness%200r%20disabling%20condition). Further, in the context of our

proposals for CTS, we believe a caregiver is an individual who is assisting or acting as a proxy



for a patient with an illness or condition of short or long-term duration (not necessarily chronic
or disabling); involved on an episodic, daily, or occasional basis in managing a patient's complex
health care and assistive technology activities at home; and helping to navigate the patient's
transitions between care settings. For purposes of CTS, we also include a guardian in this
definition when warranted. For CTS, when we note "caregiver," we are also referring to
guardians who for purposes of CTS, are the caregiver for minor children or other individuals
who are not legally independent. In these circumstances, a caregiver is a layperson assisting the
patient in carrying out a treatment plan that was established for the patient by the treating
physician or practitioner and assisted the patient with aspects of their care, including
interventions or other activities directly related to a treatment plan established for the patient to
address a diagnosed illness or injury. In this context, caregivers would be trained by the treating
practitioner in strategies and specific activities that improve symptoms, functioning, and
adherence to treatment related to the patient's primary clinical diagnoses. Caregiver
understanding and competence in assisting and implementing these interventions and activities
from the treating practitioner is critical for patients with functional limitations resulting from
various conditions.

The following is a summary of the comments we received and our responses.

Comment: Many commenters did not favor the proposal to define caregiver for purposes
of CTS to include only unpaid individuals, stating that this would unfairly exclude nursing aides,
direct service professionals, or individuals paid directly by the beneficiary.

An overwhelming number of commenters requested that CMS use the definition of
"family caregiver" that was used in the Recognize, Assist, Include, Support, and Engage
(RAISE) Family Caregivers Act (Pub. L. 115-119). The definition of family caregiver in the
RAISE Act is "an adult family member or other individual who has a significant relationship
with, and who provides a broad range of assistance to, an individual with a chronic or other

health condition, disability, or functional limitation." The RAISE Family Caregivers Act directs



the Secretary of Health and Human Services to develop a national caregiving strategy to
recognize and support family caregivers. Commenters requested the RAISE definition because it
is more expansive and provides more detail about what a caregiver is than the CMS definition.

29 ¢¢

Commenters also requested that we remove the terms “layperson,” “proxy”, and/or
“guardian” from our definition. One commenter requested that we use the term “care partner” as
opposed to “caregiver.” Additionally, we note that commenters generally supported our proposal
that CTS could be furnished to more than one caregiver representing the same beneficiary, as
someone could have multiple caregivers, or the primary caregiver could change.

Response: We agree that the definition of caregiver matters. For that reason, we agree
with commenters that the definition of “family caregiver” used in the RAISE Family Caregivers
Act does support our CTS proposal as an adult family member or other individual who has a
significant relationship with, and who provides a broad range of assistance to, an individual with
a chronic or other health condition, disability, or functional limitation. We will use the RAISE
definition and the CMS Outreach and Education definition (a family member, friend, or neighbor
who provides unpaid assistance to a person with a chronic illness or disabling condition). Since
the definitions do not contradict each other, we will adopt both definitions of caregiver.

We note that even as we refine our definition of caregiver, we maintain that the caregiver
population receiving these services on behalf of the patient should not also receive concurrent
CTS under another Medicare benefit category or Federal program (88 FR 52323).

After considering the public comments, we are finalizing a revised definition of caregiver
to be “an adult family member or other individual who has a significant relationship with, and
who provides a broad range of assistance to, an individual with a chronic or other health
condition, disability, or functional limitation” and “a family member, friend, or neighbor who
provides unpaid assistance to a person with a chronic illness or disabling condition”.

(2) Patients Who Benefit from Care Involving Caregivers



In the proposed rule, we discussed our expectation that a patient-centered treatment plan
should appropriately account for clinical circumstances where the treating practitioner believes a
caregiver's involvement is necessary to ensure a successful outcome for the patient and where, as
appropriate, the patient agrees to caregiver involvement. There may be clinical circumstances
when it might be appropriate for the physician or practitioner to directly involve the caregiver in
developing and carrying out a treatment plan. Such clinical cases could include various physical
and behavioral health conditions and circumstances under which CTS may be reasonable and
necessary to train a caregiver who assists in carrying out a treatment plan. Conditions include,
but are not limited to, stroke, traumatic brain injury (TBI), various forms of dementia, autism
spectrum disorders, individuals with other intellectual or cognitive disabilities, physical mobility
limitations, or necessary use of assisted devices or mobility aids. The previously mentioned
clinical scenarios are circumstances under which CTS may be reasonable and necessary to train a
caregiver who assists in carrying out a treatment plan. For example, patients with dementia,
autism spectrum disorder, or individuals with other intellectual or cognitive disabilities may
require assistance with challenging behaviors to carry out a treatment plan, patients with mobility
issues may need help with safe transfers in the home to avoid post-operative complications,
patients with persistent delirium may require guidance with medication management, patients
with certain degenerative conditions or those recovering from stroke may need assistance with
feeding or swallowing. Separate from medical circumstances noted previously, we also seek to
avoid potentially duplicative payment. We would not expect the caregiver population receiving
these services on behalf of the patient to also receive CTS on behalf of the patient under another
Medicare benefit category or Federal program. Also, we note that when Medicare and Medicaid
cover the same services for patients eligible for both programs, Medicare generally is the
primary payer in accordance with section 1902(a)(25) of the Act. Based on the specificity of the
coding for our proposal, we do not expect that CTS will neatly overlap with any other coverage

for patients who are dually eligible for Medicare and Medicaid. However, we solicited public



comment regarding whether States typically cover services similar to CTS under their Medicaid
programs, and whether such coverage would be duplicative of the CTS codes. We solicited
comment on this issue and whether payment is currently available for CTS through other Federal
or other programs.

The following is a summary of the comments we received and our responses.

Comment: Many commenters suggested various physical and behavioral health
conditions and circumstances under which CTS may be reasonable and necessary to train a
caregiver who assists in carrying out a treatment plan. The examples provided include traumatic
injury, use of mobility devices, cell therapy, stem cell transplants, cancer, ESRD, lymphedema,
rare diseases, and/or chronic conditions.

Additionally, many commenters detailed how these services could overlap with State-
funded Medicaid consumer-directed programs and sometimes with our Innovation Center model
tests. These commenters also noted that due to variations in Medicaid and other State programs,
overlap in payment may be difficult to identify.

Response: The examples we provided in the proposed rule of physical and behavioral
health conditions for which CTS might be appropriate were not intended to be exhaustive. We
acknowledge that there are many circumstances under which CTS may be reasonable and
necessary to train a caregiver who assists in carrying out a treatment plan. Also, we do not
believe participation in Medicaid consumer-directed programs for dually eligible beneficiaries,
or our demonstration models would be duplicative of the CTS codes, given how the services are
designed and how the consumer-directed programs work. Through the CTS codes, Medicare will
pay the treating practitioner to train caregivers. Currently, this is not duplicative of the Medicaid
consumer- directed programs due to the limited scope of the CTS. Further, when designing
Innovation Center models, we include overlap policies, billing policies, and other model
parameters that are specifically designed to avoid duplication.

(3) Reasonable and Necessary CTS



In the CY 2024 PFS proposed rule, we proposed that CTS could be reasonable and
necessary when furnished based on an established individualized, patient-centered treatment plan
or therapy plan of care accounting for the patient's specific medical needs.

As provided in the code descriptors, treating practitioners may train caregivers in a group
setting with other caregivers involved in care for patients with similar needs for assistance to
carry out a treatment plan. Training for all the caregivers for the patient could occur
simultaneously, and the applicable CTS codes (CPT code 96202, 96203, and 97552) would be
billed once per beneficiary. We solicited comment on this issue. We also inquired about
whether payment is currently available for CTS through other Federal or other programs. We
considered whether CTS would be reasonable and necessary when furnished to caregivers in
more than one single session, or to (presumably the same) caregivers by the same practitioner for
the same patient more than once per year and solicited comment on this. We want to note that
the treating physician or NPP may provide training to more than one caregiver for a single
patient.

The following is a summary of the comments we received and our responses.

Comment: The majority of commenters stated that CTS would be reasonable and
necessary, when furnished to (presumably the same) caregivers (by the same practitioner for the
same patient) in more than one single session, more than once per year. Many commenters
requested that payment be made per caregiver, not per beneficiary. A few commenters requested
that CTS be limited to practitioners who have a longitudinal relationship with the patient.

Response: We agree that the number of CTS sessions furnished to caregivers, by the
same practitioner and for the same patient, may be based on the treatment plan, as well as
changes in patient condition, the treatment plan, the patient’s diagnosis, or the patient’s
caregivers. In other words, the medical necessity of CTS for the patient should determine the
volume and frequency of the training. CTS could be considered reasonable and necessary when

the treating practitioner determines a caregiver needs more training to ensure a successful patient



treatment plan outcome. We require the treating practitioner to document the need for each
occurrence of CTS in the medical record.

To bill for CTS, practitioners should select the appropriate group code (CPT code 96202,
96203, or 97552) if more than one caregiver is trained at the same time, or individual code (CPT
code 97550, 97551) if one individual caregiver is trained. If caregivers are trained in a group,
practitioners would not bill individually for each caregiver. More than one caregiver trained at
the same time must be billed under the group code, as the treating practitioner’s time and effort
should not be counted multiple times.

After consideration of the public comments, for CY 2024, we are finalizing our proposal
for CTS with the following clarifications: the volume and frequency of CTS sessions furnished
to caregivers by the treating practitioner for the same patient may be based on the treatment plan,
as well as changes in patient condition, the treatment plan, the patient’s diagnosis, or the
patient’s caregivers.

(4) Service Coding and Valuation

Behavior management/modification training for guardians/caregivers of patients with a mental or
physical health diagnosis (CPT Codes 96202 and 96203)

a. Coding

CPT code 96202 (Multiple-family group behavior management/modification training for
parent(s)/guardian(s)/caregiver(s) of patients with a mental or physical health diagnosis,
administered by physician or other qualified health care professional (without the patient
present), face-to-face with multiple sets of parent(s)/guardian(s)/caregiver(s), initial 60 minutes)
and its add-on code, CPT code 96203 (Multiple-family group behavior management/modification
training for parent(s)/guardian(s)/caregiver(s) of patients with a mental or physical health
diagnosis, administered by physician or other qualified health care professional (without the
patient present), face-to-face with multiple sets of parent(s)/guardian(s)/caregiver(s), each

additional 15 minutes (List separately in addition to code for primary service)), were two new



codes created by the CPT Editorial Panel during its February 2021 meeting. The two codes are
to be used to report the total duration of face-to-face time spent by the physician or other
qualified health professional providing group behavior management/modification training to
guardians or caregivers of patients. Although the patient does not attend the group trainings, the
goals and outcomes of the sessions focus on interventions aimed at effectuating the practitioner's
treatment plan through addressing challenging behaviors and other behaviors that may pose a
risk to the person, and/or others. According to the Summary of Recommendations (which was
submitted by the AMA RUC with the valuation of this code), during the face-to-face service
time, caregivers are taught how to structure the patient's environment to support and reinforce
desired patient behaviors, to reduce the negative impacts of the patient's diagnosis on patient's
daily life, and to develop highly structured technical skills to manage the patient's challenging
behavior.

Behavior management/modification training for guardians/caregivers of patients with a
mental or physical health diagnosis should be directly relevant to the person-centered treatment
plan for the patient in order for the services to be considered reasonable and necessary under the
Medicare program. Each behavior should be clearly identified and documented in the treatment
plan, and the caregiver should be trained in positive behavior management strategies.

b. Valuation

The RUC recommended the survey median work value for both CPT codes 96202 and
96203. Three specialty societies sent surveys to a random sample of a subset of their members.
Based on survey results and after discussion, the RUC recommended a work RVU of 0.43 for a
specific patient who was represented in the group session being billed for CPT code 96202. The
RUC noted that this recommendation was based upon a median group size of six caregivers and
includes 10 minutes pre-time, 60 minutes intra-time, and 20 minutes post-time for a total time of
90 minutes. For CPT code 96203, the 15-minute add on code, the RUC recommended a work

RVU of 0.12, which was also based upon a median group size of six. We proposed the RUC-



recommended work RVU of 0.43 for CPT code 96202 and the RUC-recommended work RVU
0f 0.12 for CPT code 96203. We also proposed the RUC-recommended direct PE inputs for
these codes. We proposed requiring the full 60 minutes of time to be performed to report CPT
code 96202. The add on code, CPT code 96203, may be reported once 75 minutes of total time
is performed.

Finally, we note that the RUC recommendation included information suggesting that the
RUC intends to review the valuation of these services again soon.

Comment: Commenters were generally supportive of the proposed valuations for these
codes. A few commenters suggested that higher valuations would more accurately reflect the
time and intensity of services provided. These commenters expressed concerns that the proposed
values do not reflect the significant amount of planning and effort required by the practitioner
who furnishes these services, and that undervaluation of CTS could lead to underutilization or
access issues for patients who would benefit from these services.

Response: We believe that the RUC-recommended valuations that we have proposed to
adopt reflect the typical inputs for the service. The RUC’s recommendations were based on
extensive surveys with psychologists, child and adolescent psychiatrists, and dieticians, and
represent the best information that we have at present for these new codes. Additionally, the
Caregiver Training Services CPT codes fall appropriately between the key reference services
used by the RUC to compare the work RV U, total time, and related intensity of each service. We
believe that this supports the recommended values as maintaining relativity with other similar
services already listed on the PFS.

After consideration of the public comments, we are finalizing our proposed work RVUs
and direct PE inputs for CPT codes 96202 and 96203.

Caregiver training in strategies and techniques to facilitate the patient's functional
performance (CPT codes 97550, 97551, and 97552)

(a) Coding



CPT codes 97550 (Caregiver training in strategies and techniques to facilitate the
patient's functional performance in the home or community (eg, activities of daily living [ADLs],
instrumental ADLs [IADLs], transfers, mobility, communication, swallowing, feeding, problem
solving, safety practices) (without the patient present), face-to-face, initial 30 minutes), and add-
on code, CPT code 97551 (each additional 15 minutes (List separately in addition to code for
primary service) (Use 97551 in conjunction with 97550)), and 97552 (Group caregiver training
in strategies and techniques to facilitate the patient's functional performance in the home or
community (eg, activities of daily living [ADLs], instrumental ADLs [IADLs], transfers, mobility,
communication, swallowing, feeding, problem solving, safety practices) (without the patient
present), face-to-face with multiple sets of caregivers) were new codes created by the CPT
Editorial Panel during its October 2022 meeting. The three codes are to be used to report the
total duration of face-to-face time spent by the physician or other qualified health professional
providing individual or group training to caregivers of patients. Although the patient does not
attend the trainings, the goals and outcomes of the sessions focus on interventions aimed at
improving the patient's ability to successfully perform activities of daily living (ADL's).
Activities of daily living generally include ambulating, feeding, dressing, personal hygiene,
continence, and toileting.

During the face-to-face service time, caregivers are taught by the treating practitioner
how to facilitate the patient's activities of daily living, transfers, mobility, communication, and
problem-solving to reduce the negative impacts of the patient's diagnosis on the patient's daily
life and assist the patient in carrying out a treatment plan. These specific services are reasonable
and necessary when treating practitioners identify a need to involve and train caregivers to assist
the patient in carrying out a treatment plan. As part of an individualized plan of care, the
caregiver is trained in skills to assist the patient in completing daily life activities. These

trainings to the caregiver include the development of skills such as safe activity completion,



problem solving, environmental adaptation, training in the use of equipment or assistive devices,
or interventions focusing on motor, process, and communication skills.
(b) Valuation

The RUC recommended work values for CPT codes 97550, 97551, and 97552 based on
the survey median values and the key reference CPT codes 97535 and 97130. The surveyed
codes fall appropriately between these key reference services compared to the work RVU, total
time, and related intensity of each service. Three specialty societies sent surveys to a random
sample of a subset of their members. Based upon survey results and after discussion, the RUC
recommended a work RVU 1.00 for CPT code 97550, a work RVU of 0.54 for 97551, and a
work RVU of 0.23 per specific patient represented in the group service being billed for CPT
code 97552.

We proposed the RUC-recommended work RVU 1.00 for CPT code 97550, the RUC-
recommended work RVU of 0.54 for CPT code 97551, and the RUC-recommended work RVU
of 0.23 per identified patient service for CPT code 97552. The RUC noted that the
recommendation for 97552 is based on a median group size of five caregivers. We also
proposed the RUC-recommended direct PE inputs for these codes.

Finally, we noted that the RUC recommendation included information suggesting that the
RUC intends to review the valuation of these services again soon. We proposed to designate
97550, 97551, and 97552 as "sometimes therapy" services. This means that the services
described by these codes are always furnished under a therapy plan of care when provided by
PTs, OTs, and SLPs; but, in cases where they are appropriately furnished by physicians and
NPPs outside a therapy plan of care, that is, where the services are not integral to a therapy plan
of care, they can be furnished under a treatment plan by physicians and NPPs.

Comment: Commenters were generally supportive of the valuations of these codes. A
few commenters expressed concerns that the proposed values do not reflect the significant

amount of planning and effort required by the practitioner who furnishes these services, and that



undervaluation of CTS could lead to underutilization or access issues for patients who would
benefit from these services. Commenters were also supportive of CMS designating CPT codes
97550, 97551, and 97552 as "sometimes therapy" services.

Response: We believe that the RUC-recommended valuations that we proposed reflect
the typical inputs for the service. The RUC’s recommendations were based on extensive surveys
with occupational therapists, physical therapists, and speech language pathologists, and represent
the best information that we have at present for these new codes. Additionally, the Caregiver
Training Services CPT codes fall appropriately between the key reference services used by the
RUC to compare the work RVU, total time, and related intensity of each service. We believe that
this supports the recommended values as maintaining relativity with other similar services
already listed on the PFS. We also understand that the RUC may intend to review the valuation
of these services again soon — we will take potential updates from the RUC into consideration in
the future.

After consideration of the public comments, we are finalizing our proposed work RVUs
and direct PE inputs for CPT codes 97550, 97551, and 97552. We are also finalizing the
designation of CPT codes 97550, 97551, and 97552 as "sometimes therapy" services.

(28) Services Addressing Health-Related Social Needs (Community Health Integration services,
Social Determinants of Health Risk Assessment, and Principal Illness Navigation Services)
a. Background

In recent years, we have sought to recognize significant changes in health care practice
and have been engaged in an ongoing, incremental effort to identify gaps in appropriate coding
and payment for care management/coordination and primary care services under the PFS. See,
for example, our CY 2013, 2015, and 2017 PFS final rules, where we finalized new coding to
provide separate payment for transitional care management services, chronic care management
services, and behavioral health care management services to improve payment accuracy to better

recognize resources involved in care management and coordination for certain patient



populations (77 FR 68978, 79 FR 67715 and 82 FR 53163, respectively). To improve payment
accuracy, we are exploring ways to better identify and value practitioners’ work when they incur
additional time and resources helping patients with serious illnesses navigate the healthcare
system or removing health-related social barriers interfering with the practitioner’s ability to
execute a medically necessary plan of care. Practitioners and their staff of auxiliary personnel
sometimes obtain information about and help address social determinants of health (SDOH) that
significantly impact the practitioner’s ability to diagnose or treat a patient. Additionally,
practitioners and their staff of auxiliary personnel sometimes help newly diagnosed cancer
patients and other patients with similarly serious, high-risk illnesses navigate their care, such as
helping them understand and implement the plan of care and locate and reach the right
practitioners and providers to access recommended treatments and diagnostic services, taking
into account the personal circumstances of each patient. Payment for these activities, to the
extent they are reasonable and necessary for the diagnosis and treatment of the patient’s illness
or injury, is currently included in payment for other services such as evaluation and management
(E/M) visits and some care management services. Medical practice has evolved to increasingly
recognize the importance of these activities, and we believe practitioners are performing them
more often. However, this work is not explicitly identified in current coding, so we believe it is
underutilized and undervalued. Accordingly, we proposed to create new coding to expressly
identify and value these services for PFS payment, and distinguish them from current care
management services. We expect that our new codes would also support the CMS pillars® for
equity, inclusion, and access to care for the Medicare population and improve patient outcomes,

including for underserved and low-income populations where there is a disparity in access to
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quality care. They would also support the White House’s National Strategy on Hunger, Nutrition
and Health, and the White House’s Cancer Moonshot Initiative.!°

As part of this effort, in the CY 2023 PFS final rule (87 FR 69551 through 69551), we
issued a Request for Information (RFT) related to Medicare Part B Payment for services
involving community health workers (CHWSs). For CY 2024, we considered how we could better
recognize, through coding and payment policies, when members of an interdisciplinary team,
including CHWs, are involved in treatment of Medicare beneficiaries. Currently, no separately
enumerated statutory Medicare benefit category provides direct payment to CHWs for their
services. Additionally, current HCPCS coding does not specifically identify services provided
by CHWs, even though CHWs may facilitate access to healthcare through community-based
services that are necessary to alleviate barriers to care that are interfering with a practitioner’s
ability to diagnosis or treat an illness or injury. In rulemaking for the CY 2023 PFS, to gain a
broader perspective on CHWs and how we could refine our coding and payment policies to
better recognize their role in furnishing Medicare-covered services, we solicited comment
through an RFI on how services involving CHWs are furnished in association with the specific
Medicare benefits established by the statute.

Commenters were supportive overall of potential, separate coding and payment for
services involving CHWs. The public comments indicated that many physicians, practitioners,
group practices, and other entities currently utilize the services of CHWs to bridge gaps in the
continuum of their medical and behavioral healthcare furnished to Medicare patients. In public
comments on our RFI, interested parties provided testimonials and evidence about the

effectiveness of CHWs and the services they provide to patients in the community by
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monitoring, interpreting, clarifying, and supporting the plans of care that physicians and
practitioners establish for delivering care to patients.

In addition, in 2021, the AMA CPT Editorial Panel recognized in the CPT E/M
Guidelines that SDOH needs can increase complexity of a practitioner’s medical decision
making (MDM) for an E/M visit and increase risk to the patient, when diagnosis or treatment is
significantly limited by SDOH.!! Specifically, the CPT Editorial Panel included as an example
of moderate level MDM for E/M visit coding and level selection, a situation where diagnosis or
treatment is significantly limited by SDOH. This situation is listed as an example of moderate
risk of morbidity from additional diagnostic testing or treatment. The CPT E/M Guidelines
defined SDOH as, “Economic and social conditions that influence the health of people and
communities. Examples may include food or housing insecurity.”!? We adopted these revised
CPT guidelines for MDM in E/M visits through notice and comment rulemaking, effective
January 1, 2021 (84 FR 62844 through 62860, 87 FR 69587 through 69614).

Physicians and NPPs are generally trained to obtain a patient’s social and family history,
in support of patient-centered care, to aid in diagnosis, and to better understand and help address
problem(s) addressed in a medical visit and associated risk factors.!* For example, a practitioner
who discovers that a patient’s living situation does not permit reliable access to electricity may
need to prescribe an inhaler rather than a power-operated nebulizer to treat asthma. Some
practices and facilities employ social workers or other ancillary staff to help address SDOH
needs that impact the ability to provide medically necessary care, such as appropriate treatment

or diagnostic services after an office visit or discharge from a facility.

112021 CPT Codebook, p. 16.

122021 CPT Codebook, p. 14.

13 See for example Patient-Centered Communication: Basic Skills | AAFP;
https://www.aafp.org/about/policies/all/social-determinants-health-family-medicine-position-paper. html;
https://doi.org/10.7326/M17-2441;. https.//nam.edu/social-determinants-of-health-201-for-health-care-plan-do-
study-act/; https.://www.ama-assn.org/system/files/202 1-05/ama-equity-strategic-plan.pdf; https://edhub.ama-
assn.org/steps-forward/module/2702762. The Origins of the History and Physical Examination - Clinical Methods -
NCBI Bookshelf (nih.gov) https://www.ncbi.nlm.nih.gov/books/NBK458/.



Practitioners are increasingly expending resources to obtain information from the patient
about SDOH and risks and formulate diagnosis and treatment plans that consider these needs.
We believe that social workers, CHWs, and other auxiliary personnel are currently performing
some of these activities and that the resources involved in these activities are not consistently
appropriately reflected in current coding and payment policies. As such, we believe it would be
appropriate to create codes to separately identify and more accurately value this work.
Accordingly, we proposed new coding to describe and separately value three types of services
that may be provided by auxiliary personnel incident to the billing physician or practitioner’s
professional services, and under the billing practitioner’s supervision, when reasonable and
necessary to diagnose and treat the patient: community health integration services, SDOH risk
assessment, and principal illness navigation. In our proposed rule, we discussed the proposed
codes and their valuation. We described the circumstances under which we believe these services
may be reasonable and necessary for the diagnosis or treatment of illness or injury such that
Medicare payment may be made for them.

b. Community Heath Integration (CHI) Services

In light of the feedback we received from our RFI regarding CHWs, and increased
recognition within the medical community of the role that social needs can play in patients’
health (specifically, interfering with ability to diagnose and treat patients), we proposed to
establish separate coding and payment for community health integration (CHI) services. We
proposed to create two new G codes describing CHI services performed by certified or trained
auxiliary personnel, which may include a CHW, incident to the professional services, and under
the general supervision of the billing practitioner. We proposed that CHI services could be
furnished monthly, as medically necessary, following an initiating E/M visit (CHI initiating visit)
in which the practitioner identifies the presence of SDOH need(s) that significantly limit the

practitioner’s ability to diagnose or treat the problem(s) addressed in the visit.



We proposed that the CHI initiating visit would be an E/M visit (other than a low-level
E/M visit that can be performed by clinical staff) performed by the billing practitioner, who
would also be furnishing the CHI services during the subsequent calendar month(s). The CHI
initiating visit would be separately billed (if all requirements to do so are met), and would be a
pre-requisite to billing for CHI services. We stated that certain types of E/M visits, such as
inpatient/observation visits, ED visits, and SNF visits, would not typically serve as CHI initiating
visits because the practitioners furnishing the E/M services in those settings would not typically
be the ones to provide continuing care to the patient, including furnishing necessary CHI services
in the subsequent month(s).

The CHI initiating visit would serve as a pre-requisite to billing for CHI services, during
which the billing practitioner would assess and identify SDOH needs that significantly limit the
practitioner’s ability to diagnose or treat the patient’s medical condition and establish an
appropriate treatment plan. The subsequent CHI services would be performed by a CHW or
other auxiliary personnel incident to the professional services of the practitioner who bills the
CHI initiating visit. The same practitioner would furnish and bill for both the CHI initiating visit
and the CHI services, and CHI services must be furnished in accordance with the “incident to”
regulation at § 410.26. We would not require an initiating E/M visit every month that CHI
services are billed, but only before commencing CHI services, to establish the treatment plan,
specify how addressing the unmet SDOH need(s) would help accomplish that plan, and establish
the CHI services as incident to the billing practitioner’s service. This framework is similar to our
current requirements for billing care management services, such as chronic care management
services. It also comports with our longstanding policy in the Medicare Benefit Policy Manual,
which provides, “where a physician supervises auxiliary personnel to assist them in rendering
services to patients and includes the charges for their services in their bills, the services of such
personnel are considered incident to the physician’s service if there is a physician’s service

rendered to which the services of such personnel are an incidental part. This does not mean,



however, that to be considered incident to, each occasion of service by auxiliary personnel (or
the furnishing of a supply) need also always be the occasion of the actual rendition of a personal,
professional service by the physician. Such a service or supply could be considered to be incident
to when furnished during a course of treatment where the physician performs an initial service
and subsequent services of a frequency which reflect their active participation in and
management of the course of treatment” (Chapter 15, Section 60.1.B of the Medicare Benefit
Policy Manual (Pub. 100-02), available on our website at https.//www.cms.gov/regulations-and-
guidance/guidance/manuals/downloads/bp102c15.pdf (cms.gov)).

We also solicited comment on whether we should consider any professional services
other than an E/M visit performed by the billing practitioner as the prerequisite initiating visit for
CHI services, including, for example, an annual wellness visit (AWYV) that may or may not
include the optional SDOH risk assessment. Under section 1861(hhh)(3)(C) of the Act, the AWV
can be furnished by a physician or practitioner or by other types of health professionals whose
scope of practice does not include the diagnosis and treatment involved in E/M services, for
example, a health educator. When the AWYV is furnished by other types of health professionals,
it is not necessarily furnished incident to the professional services of a physician or other
practitioner. Therefore, if we allowed an AWV to be furnished by a health care practitioner other
than a physician or practitioner to serve as the initiating visit for CHI services, the CHI services
would not necessarily be furnished consistent with our proposed application of the “incident to”
regulations as a condition of payment. Further, we believe that practitioners would normally bill
an E/M visit in addition to the AWV when medical problems are addressed in the course of an
AWYV encounter, in accordance with our manual policy providing that a medically necessary
E/M visit may be billed when furnished on the same occasion as an AWV in those circumstances
(Chapter 12, Section 30.6.1.1.H of the Medicare Claims Processing Manual (Pub, 100-04).

The following is a summary of the comments we received and our responses.



Comment: Commenters were generally supportive of our proposal to establish CHI
services, including allowing monthly furnishing of CHI services, as medically necessary,
following an initiating E/M visit (CHI initiating visit).

Response: We thank the commenters for their feedback.

Comment: One commenter disagreed with the proposal to create new G codes for CHI
services and stated these codes may be duplicative of both work and practice expenses already
accounted for in existing CPT codes. The commenter noted that the CPT Editorial Panel revised
the E/M visit coding and level selection to include an example of moderate level medical
decision making (MDM), accounting for clinical scenarios when SDOH significantly limits
diagnosis or treatment.

Response: We thank the commenter for noting the changes made by CPT. However, we
believe the new G codes will describe and account for integrated services supported by certified
or trained auxiliary personnel, including CHWSs, who will assist the practitioner in connecting the
patient with helpful resources. This is separate from the work being furnished as part of the
medical decision-making in an E/M visit and want to reiterate that CHI services are separate and
different from an E/M service. These new services, further described in the code descriptors
below, consist of activities to address social determinants of health (SDOH) need(s) that are
significantly limiting the practitioner’s ability to diagnose or treat problem(s) addressed in an
initiating CHI visit. These services include a person-centered assessment, practitioner, home-,
and community-based care coordination, health education, building patient self-advocacy skills,
health care access/health system navigation, facilitating and providing social and emotional
support, and leveraging lived experience when applicable. We recognize that CPT recently
revised its evaluation and management (E/M) code set to include language that pertains to
diagnosis or treatment significantly limited by social determinants of health as an element of
medical decision making, however the CHI services to address the SDOH limitations are not

captured in the revised E/M codes. It is for this reason that we proposed new coding to account



for the services that are not accounted for in the E/M code set. We believe the services described
by the CHI codes will help to resolve the patient’s health related social needs that are impacting
their care and the practitioner's ability to properly diagnose and treat the patient.

Comment: A few commenters requested that CMS clarify whether these services can be
billed at safety-net clinics in academic medical centers. Commenters also raised concerns that
academic medical centers and other facility-based providers could not furnish the services, given
the reliance on incident to billing. Commenters requested that CMS clarify how such facilities
may furnish these services to ensure that patients can benefit from the services regardless of
where they receive their care.

Response: We thank the commenters for their feedback and acknowledge that there are
aspects of the policy that we must consider further for possible future rulemaking. As proposed,
these services can only be furnished and billed by physicians and practitioners who can bill for
services performed by auxiliary personnel incident to their professional services.

Comment: Some commenters sought clarification on whether the full range of qualified
health professionals permitted to bill E/M codes would also be permitted to bill HCPCS code
G0019.

Response: Our final policy requires the individual billing for the initiating visit to be the
same as the practitioner billing for CHI. In order to bill for these services, practitioners must
have a statutory benefit and be able to enroll and bill Medicare as they would for other services
on the fee schedule and specifically be able to bill an E/M service that would serve as the
initiating visit.

Comment: Some commenters requested CMS allow CHW:s to enroll in Medicare as a
type of practitioner that can bill directly and be paid for their services, and that CBOs be able to
bill Medicare directly for the CHI services if they have a NPI number.

Response: There is no statutory benefit category that would allow CBOs to bill the PFS

directly. Therefore, we are not finalizing such a policy.



Comment. One commenter stated that CMS does not have the statutory authority to
implement separate payment for CHW services as a new benefit category. Other commenters
requested that CMS seek authority and funding from Congress before establishing a new
Medicare social services benefit category.

Response: We note that CHI services will be furnished and billed incident to the
professional services of the billing practitioner. As such, only physicians and other types of
practitioners that are authorized by statute to enroll and bill the PFS directly will be included
among those who can bill for CHI services. We clarify that our final policy will not create a new
Medicare benefit category but instead allow CHI services to be furnished incident to the
professional services of a billing practitioner. When diagnosis or treatment of a patient’s medical
condition is significantly limited by social determinants of health, we believe that these services
are within the scope of medically necessary physicians’ services, and that payment for them is
permitted when the services are reasonable and necessary under section 1862(a)(1)(A) of the
Act. We clarify that CHI services are consistent with the “incident to physicians’ services”
benefit category under section 1861(s)(2)(A) of the Act.

Comment: Some commenters expressed concern with the CHI initiating visit being
limited only to E/M visits and asserted that doing so would restrict access to the service as
proposed. Commenters requested that the following services that are not E/M visits, be allowed
to serve as an initiating visit: AWV, CPT codes 90791 (Psychiatric diagnostic evaluation) and
96156 ((Health behavior assessment, or re-assessment (i.e., health-focused clinical interview,
behavioral observations, clinical decision making))

Response: Regarding whether the CHI initiating visit can be an AWV, we solicited
comment on this topic and having considered the public comments, we are finalizing that the
AWYV can be a CHI initiating visit when the furnishing practitioner identifies an unmet SDOH
need that will prevent the patient from carrying out the recommended personalized prevention

plan. We believe that, in these cases, it could be reasonable and necessary for the practitioner



furnishing the AWV to furnish CHI services. There may be instances where the identification of
SDOH needs through an SDOH risk assessment conducted with the AWV could identify and
produce the conditions for reasonable and necessary CHI services, for example, when the
practitioner furnishing the AWV is assuming ongoing “longitudinal” care for the patient.
However, when the AWV is provided by a type of health care professional who does not have
an “incident to” benefit for their services under the Medicare program, including, for example, a
health educator, a registered dietitian, or nutrition professional, the AWV would not serve as an
initiating visit for CHI because the furnishing professional could not then furnish and bill for
CHI services incident to their professional services. Even if we allow AWV to be the initiating
visit, the AWV would still need to be furnished by a physician or practitioner, consistent with the
incident to rules so that services for CHI can be billed by a practitioner incident to their own
professional services.

We continue to believe that when an AWV involves diagnosis or treatment of injury or
illness to the degree that would warrant subsequent furnishing and billing of CHI to remove
barriers significantly limiting the treatment plan, in most cases, an E/M visit would be separately
billed.

While we considered adding services provided by clinical psychologists, specifically
CPT codes 90791 and 96156 to the list of services that could serve as an initiating visit for CHI
services based on feedback received from commenters, we are not including these services as
services that can serve as an initiating visit for CHI. We believe that these services would be
better captured under the PIN services discussed below and would better serve the needs being
addressed with the PIN service elements. However, we will continue to analyze the uptake of
CHI services and will consider these comments for future rulemaking.

Comment. Commenters wanted CMS to allow emergency department E/M visits,
inpatient/observation E/M visits, and transitional care management services to serve as initiating

visits for CHI.



Response: In response to the commenters, we note that inpatient/observation visits and
ED visits could not serve as CHI initiating visits, as conceptualized in this final rule and the
proposed rule, because the practitioners furnishing the E/M services in those settings would not
typically provide continuing care to the patient, including furnishing necessary CHI services in
the subsequent month(s) following a potential initiating visit. Additionally, under our regulations
at § 410.26(b), Medicare payment is only made for services and supplies incident to the service
of a physician or other practitioner (such as the proposed CHI services) when those services and
supplies are furnished in a noninstitutional setting to noninstitutional patients (all settings other
than a hospital or SNF). So, under our current regulations and the CHI policies that we are
finalizing in this rule, an E/M service furnished in the ED or SNF setting would not serve as the
initiating visit for CHI services.

ED visits, as well as inpatient and observation visits would not be an initiating visit since
these practitioners would not be following the patient longitudinally in the community or
furnishing the CHI services.

Response: As discussed above, ED visits would not typically serve as CHI initiating
visits because the practitioners furnishing the E/M services in those settings would not typically
provide continuing care to the patient, including furnishing necessary CHI services incident to
their professional services in the month(s) subsequent to an ED visit. We agree with commenters
that the E/M visit done as part of a Transitional Care Management (TCM) services could serve as
an initiating visit for CHI services because it includes a high level office/outpatient E/M visit
furnished by a physician or nonphysician practitioner managing the patient in the community
after discharge.

Comment. Commenters also expressed concern with our proposal to allow only one
practitioner to furnish a CHI initiating visit and requested that CMS allow more than one

practitioner to furnish and bill the CHI initiating visit and services. Additionally, a few



commenters requested that CMS clarify whether more than one initiating visit would be required
when a subsequent need for CHI is identified during the initiating visits.

Response: We continue to be concerned that CHI services would be too fragmented if
the patient has more than individual addressing their unmet SDOH need(s). Therefore, we are
finalizing that only one practitioner will bill CHI and therefore there will only be one initiating
visit. We acknowledge that practitioners may identify additional SDOH that are significantly
limiting their ability to diagnose or treat the problem(s) address addressed in the initiating visit.
We provide additional discussion with regard to the service elements below.

After consideration of the public comments, we are finalizing our proposal to establish
separate coding and payment for CHI services. We are finalizing that a CHI initiating visit can
be an E/M visit (other than a low-level E/M visit that can be performed by clinical staff)
performed by the billing practitioner who would also be furnishing the CHI services during the
subsequent calendar month(s), including an E/M visit furnished as part of TCM, or an AWV.
The CHI initiating visit would be separately billed (if all requirements to do so are met) and
would be a pre-requisite to billing for CHI services.

In the proposed rule, for purposes of assigning a supervision level for these “incident to”
services, we proposed to designate CHI services as care management services that may be
furnished under the general supervision of the billing practitioner in accordance with
§ 410.26(b)(5). General supervision means the service is furnished under the physician's (or
other practitioner's) overall direction and control, but the physician's (or other practitioner's)
presence is not required during the performance of the service (§ 410.26(a)(3)).

In the proposal, we explained that the phrase or term “problem addressed” referred to the
definition in the CPT E/M Guidelines that we adopted for E/M visits. Specifically, “[a] problem
is a disease, condition, illness, injury, symptom, finding, complaint, or other matter addressed at
the encounter, with or without a diagnosis being established at the time of the encounter.

Problem addressed [means the following]: A problem is addressed or managed when it is



evaluated or treated at the encounter by the physician or other qualified healthcare professional
reporting the service. This includes consideration of further testing or treatment that may not be
elected by virtue of risk/benefit analysis or patient/parent/guardian/surrogate choice. Notation in
patient’s medical record that another professional is managing the problem without additional
assessment or care coordination documented does not qualify as being addressed or managed by
the physician or other qualified healthcare professional reporting the service. Referral without
evaluation (by history, examination, or diagnostic study[ies]) or consideration of treatment does
not qualify as being addressed or managed by the physician or other qualified healthcare
professional reporting the service. For hospital inpatient and observation care services, the
problem addressed is the problem status on the date of the encounter, which may be significantly
different than on admission. It is the problem being managed or co-managed by the reporting
physician or other qualified healthcare professional and may not be the cause of admission or
continued stay” (2023 CPT Codebook, p. 6-8).

For purposes of CHI services (and PIN services outlined later in this section), we
proposed that SDOH means economic and social condition(s) that influence the health of people
and communities, as indicated in these same CPT E/M Guidelines (2023 CPT codebook, page
11). We proposed to adopt CPT’s examples of SDOH, with additional examples. Specifically,
we proposed that SDOH(s) may include but are not limited to food insecurity, transportation
insecurity, housing insecurity, and unreliable access to public utilities, when they significantly
limit the practitioner’s ability to diagnose or treat the problem(s) addressed in the CHI initiating
visit. Since Medicare payment is generally limited to items and services that are reasonable and
necessary for the diagnosis or treatment of illness or injury, the focus of CHI services would
need to be on addressing the particular SDOH need(s) that are interfering with, or presenting a
barrier to, diagnosis or treatment of the patient’s problem(s) addressed in the CHI initiating visit.

We proposed the following specific codes and descriptors:



G0019 Community health integration services performed by certified or trained auxiliary
personnel, including a community health worker, under the direction of a physician or other
practitioner, 60 minutes per calendar month, in the following activities to address social
determinants of health (SDOH) need(s) that are significantly limiting ability to diagnose or treat
problem(s) addressed in an initiating E/M visit:

® Person-centered assessment, performed to better understand the individualized context
of the intersection between the SDOH need(s) and the problem(s) addressed in the initiating E/M
VISit.

++ Conducting a person-centered assessment to understand patient’s life story,
strengths, needs, goals, preferences and desired outcomes, including understanding cultural and
linguistic factors.

++ Facilitating patient-driven goal-setting and establishing an action plan.

++ Providing tailored support to the patient as needed to accomplish the practitioner’s
treatment plan.

® Practitioner, Home-, and Community-Based Care Coordination

++ Coordinating receipt of needed services from healthcare practitioners, providers,
and facilities,; and from home- and community-based service providers, social service providers,
and caregiver (if applicable).

++ Communication with practitioners, home- and community-based service providers,
hospitals, and skilled nursing facilities (or other health care facilities) regarding the patient’s
psychosocial strengths and needs, functional deficits, goals, preferences, and desired outcomes,
including cultural and linguistic factors.

++ Coordination of care transitions between and among health care practitioners and
settings, including transitions involving referral to other clinicians, follow-up after an
emergency department visit; or follow-up after discharges from hospitals, skilled nursing

facilities or other health care facilities.



++ Facilitating access to community-based social services (e.g., housing, utilities,
transportation, food assistance) to address the SDOH need(s).

® Health education- Helping the patient contextualize health education provided by the
patient’s treatment team with the patient’s individual needs, goals, and preferences, in the
context of the SDOH need(s), and educating the patient on how to best participate in medical
decision-making.

® Building patient self-advocacy skills, so that the patient can interact with members of
the health care team and related community-based services addressing the SDOH need(s), in
ways that are more likely to promote personalized and effective diagnosis or treatment.

® Health care access / health system navigation

++ Helping the patient access healthcare, including identifying appropriate
practitioners or providers for clinical care and helping secure appointments with them.

® Fuacilitating behavioral change as necessary for meeting diagnosis and treatment
goals, including promoting patient motivation to participate in care and reach person-centered
diagnosis or treatment goals.

e Fuacilitating and providing social and emotional support to help the patient cope with
the problem(s) addressed in the initiating visit, the SDOH need(s), and adjust daily routines to
better meet diagnosis and treatment goals.

® Leveraging lived experience when applicable to provide support, mentorship, or
inspiration to meet treatment goals.

G0022 — Community health integration services, each additional 30 minutes per calendar
month (List separately in addition to G0019).

By way of example, tailored support could be provided through CHI services to a patient
experiencing homelessness with signs of potential cognitive impairment and a history of frequent
ED admissions for uncontrolled diabetes. The patient’s primary care practitioner (PCP) learns

during a clinic visit after discharge from the ED, that the patient has been able to reliably fill



their prescriptions for diabetes medication, but frequently loses the medication (or access to it)
while transitioning between homeless shelters and a local friend’s home. In the medical record,
the PCP documents SDOH need(s) of housing insecurity and transportation insecurity
contributing to medication noncompliance, resulting in inadequate insulin control and a recent
ED visit for hypoglycemia. The PCP’s treatment plan is daily diabetes medication, with the goal
of maintaining hemoglobin A 1c within appropriate levels. To accomplish the treatment plan, the
PCP orders CHI services to develop an individualized plan for daily medication
adherence/access while applying for local housing assistance, and also orders a follow up visit
for cognitive impairment assessment and care planning to further evaluate the potential
contribution of cognitive impairment. The PCP’s auxiliary personnel provide tailored support,
comprised of facilitating communication between the patient, local shelters, and the friend, to
help the patient identify a single location to reliably store their medication while applying for
local housing assistance. The auxiliary personnel also help the patient identify a reliable means
of transportation daily to that location for their medication and show the patient how to create a
daily automated phone reminder to take the diabetes medication. The auxiliary personnel
document these activities (including amount of time spent) in the medical record at the PCP’s
office, along with periodic updates regarding the status of the patient’s housing assistance
application.

To help inform whether our proposed descriptor times were appropriate and reflect
typical service times, and whether a frequency limit is relevant for the add-on code, we solicited
comment on the typical amount of time practitioners spend per month furnishing CHI services to
address SDOH needs that pose barriers to diagnosis and treatment of problem(s) addressed in an
E/M visit. We also solicited comment to better understand the typical duration of CHI services,
in terms of the number of months for which practitioners furnish the services.

We received public comments on these proposals. The following is a summary of the

comments we received and our responses.



Comment: Most commenters supported our proposal to allow general supervision for
CHI services. However, some commenters asked a related question about whether auxiliary
personnel providing CHI services under general supervision can identify additional unmet
SDOH needs to address. When CHI services are being furnished, sometimes a patient is
receiving CHI services to address one unmet SDOH need, and in the course of auxiliary
personnel providing CHI services during the month, the auxiliary personnel identify additional
unmet SDOH need(s). These commenters recommended that if the auxiliary personnel are
regularly updating the billing practitioner on CHI services they provide, we should not require
another initiating visit in order for the auxiliary personnel to address the additional unmet SDOH
needs.

Response: We thank the commenters support of our proposal for general supervision. It
would not be in the scope of practice of the auxiliary personnel for them to make a determination
that a given SDOH need(s) is impacting ability of the billing practitioner to diagnose or treat
problems addressed in an initiating visit. In addition, general supervision requires the CHI
services to be furnished under the billing practitioner’s direction and control. While we do not
believe another initiating visit is necessary, the auxiliary personnel must review all unmet SDOH
need(s) they find in order for them to be addressed by the billing practitioners in the CHI
services.

Comment: Some commenters also stated that general supervision could inadvertently
lead to the consolidation and integration of CHWs and other auxiliary personnel currently
employed by CBOs to instead be employed by billing practitioners, where payment may be more
robust,

Response: There is no statutory benefit that can allow CBOs to directly bill the PFS. In
accordance with this final rule, CHI services must be provided incident to the professional
service of a physician or other statutorily qualified practitioner who must bill for those services.

Auxiliary personnel who provide these services must be under the supervision of the physician



[or other practitioner] and the provided services must be reasonable and necessary for diagnosis
and treatment of illness or injury. In the course of implementing our payment policy for chronic
care management services, we became concerned about the number of care management
companies that were contracted by the physician with potentially little oversight, clinical
integration and communication with the billing practitioner, where the services might not be
furnished under the direction and control of the billing practitioner. As discussed above, we were
concerned that our incident to policy might not be met, which requires the billing practitioner to
maintain active participation in and management of the course of treatment. We are allowing for
the broadest level of supervision possible (general supervision) and contracting with third parties
(such as CBOs) in accomplishing the furnishing of CHI services but this must be part of clinical
care and treatment by the billing practitioner. Under our incident to regulations, we cannot
prohibit physicians from directly hiring auxiliary personnel for furnishing CHI services.

Comment: Commenters were generally supportive of assigning general supervision for
CHI services.

Response: We thank commenters for supporting our proposal to assign general
supervision for the CHI codes. We believe that general supervision offers flexibility for the
auxiliary personnel to provide the CHI services without the billing practitioner being physically
present or immediately available, as would be required under direct or personal supervision (see
§ 410.26).

Comment: Another commenter recommended that the services provided by a CHW
should be provided under the supervision of a qualified health professional providing care
management activities, including, but not limited to registered nurses.

Response: No, our regulations require supervision by the practitioner who bills for the
services.

Comment: Commenters were overall supportive of the valuation for HCPCS codes

G0019 and G0022. Some commenters requested that CMS consider 20- or 30-minute increments



for HCPCS code G0019, or other shorter increments, that could be billed individually, or as
multiple units during the same encounter, with a maximum per calendar month of no less than 60
minutes total. One commenter also requested that HCPCS code G0019 be extended to 120
minutes and HCPCS code G0022 be extended up to 60 minutes per calendar month. A few
commenters stated 30 minutes was sufficient, but the majority of commenters stated they spend
60 minutes up to 120 minutes, especially during the first few months.

Response: We asked commenters what they believe is the typical amount of time
practitioners spend per month furnishing CHI services to address SDOH needs that pose barriers
to diagnosis and treatment of problem(s) addressed. Commenters suggested a broad range of the
time they expected to spend furnishing CHI services over a month. We are not finalizing a
frequency limitation for the add on HCPCS code G0022 to allow for flexibility when
practitioners do spend more than 60 minutes on CHI services in the month. Commenters
expressed that for CHI services, especially during the first month, more time may be spent on
providing services. We believe it is difficult to adequately address a patient’s social needs,
consistent with the proposed elements of the CHI service, in less than an hour. As a result, we
continue to believe that the 60 minutes of time spent by auxiliary personnel is most appropriate.
For HCPCS code G0022, we continue to believe that 30 minutes of time spent by auxiliary
personnel is most appropriate for the code descriptor. Therefore, we are finalizing 60 minutes for
the base code and 30 minutes for the add-on code with no frequency limitation for the add-on
code as long as the time spent is reasonable and necessary.

Comment: Several commenters requested that CMS include social workers and
registered nurses in the code descriptors for HCPCS codes G0019 and G0022. Commenters also
requested that these professionals be included as personnel who may conduct the initial CHI visit
and oversee the provision of these services. Commenters also requested that CMS identify social
workers, including a bachelor of social work (BSW), as eligible auxiliary workforce under CHI

and PIN. Commenters expressed that including social workers is especially important as



auxiliary personnel are employed by community care hubs (CCHs) and/or individual
community-based organizations (CBOs) that may be contracting with a Medicare billing
provider, and BSWs make up a significant part of this workforce. Another commenter stated that
social workers provide services aligned with these proposed codes day in and day out across the
country, yet they are not identified among lists of providers recognized for offering these
proposed services.

Response: We note that our HCPCS G-code descriptors specify that auxiliary personnel
may provide these services under general supervision. These codes were specifically designed to
capture services commonly performed by community health workers, which are a type of
auxiliary personnel. But the codes do not limit the types of other health care professionals, such
as registered nurses and social workers, that can perform CHI services (and PIN services, as we
discuss in the next section) incident to the billing practitioner’s professional services, so long as
they meet the requirements to provide all elements of the service included in the code, consistent
with the definition of auxiliary personnel at § 410.26(a)(1).

Comment: Some commenters supported our proposal to establish CHI services described
by HCPCS code G0019 and stated the code should only be billed by one practitioner, to maintain
longitudinal care. Other commenters did not agree with our proposed limitation for CHI and PIN
services to one billing practitioner per patient per calendar month, and requested that we not
impose such a limit. One commenter expressed that limiting CHI services to one practitioner per
patient per month would impair the ability of auxiliary personnel to provide CHI services to the
patient. Most commenters opposed our proposal that the add-on service, HCPCS code G0022,
could be billed only once per month. Some commenters suggested that practitioners should be
allowed to bill HCPCS code G0022 at least once a week. Another commenter expressed concern
regarding frequency limits for the CHI add-on code and noted that spending adequate time with
patients will be essential for high-quality CHI service provision. Another commenter requested

not limiting the number of add-on services per month or the length of time a patient can continue



to receive CHI or PIN services and expressed that if a patient needs services beyond six months,
for example, a new order from the billing practitioner could be submitted. Several commenters
recommended that CHI services have one in person interaction per month and expressed it was
critical to allow the add on service (HCPCS code G0022) to be billed weekly.

One commenter noted that most beneficiaries screened for SDOH had two to five SDOH
needs and to address those identified needs, it was conceivable that the CHI services would occur
over multiple months (when more than one need was identified). The commenter noted that they
would anticipate more intensity/time spent with the patient during the first month, while
subsequent months may not have the same intensity or time spent, and that time spent delivering
CHI services would be aggregated to determine the total time spent, per calendar month. Some
commenters asserted that they could typically spend up to 120 minutes providing CHI services in
the first month.

Response: We thank the commenters for their suggestions regarding frequency
limitations for the CHI codes, specifically the add-on code, HCPCS code G0022. We are not
finalizing to establish a frequency limitation for HCPCS code G0022. Considering the feedback
from the commenters, we understand that it may be typical for practitioners and auxiliary staff to
spend significant time supporting the activities described by the CHI codes during the first
month. We believe as long as the time spent by auxiliary personnel is reasonable and necessary
for the diagnosis and treatment of injury or illness, we should allow it to be billed. We agree with
commenters that there could be situations where a patient requires more intensive CHI services
over a month that would warrant billing more than one unit of the add-on HCPCS code G0022,
perhaps especially in the first month and where multiple health related social needs impact the
practitioner’s ability to diagnose and treat the patient. We will monitor utilization in the claims
data of the add-on code for medical necessity.

Comment: Several commenters recommended that we create a separate HCPCS code for

CHI services performed in a group setting. These commenters expressed that certain service



elements such as health education and facilitating behavior change, may be provided to patients
as part of a group session with other patients. The commenter expressed that many patients
benefit from services provided to a group of similar patients similar challenges.

Response: We did not propose a code describing services furnished to a group of patients.
CHI services are highly individualized and focused on a person-centered assessment, performed
to better understand the individualized context of the intersection between the SDOH need(s) and
the problem(s) addressed in the initiating visit and subsequently by the CHW and/or auxiliary
personnel in the community. Therefore, we continue to believe that the service should be tailored
to address the individual patient’s specific needs, and did not consider whether it would be

appropriate for CHI services to be furnished in a group setting.

Comment: Many commenters asked whether the new G codes for CHI could be excluded
from budget neutrality.

Response: We remind commenters that section 1848(c)(2)(B)(ii)(II) of the Act requires
that increases or decreases in RVUs may not cause the amount of Medicare Part B expenditures
for the year to differ by more than $20 million from what expenditures would have been in the
absence of these changes. If this threshold is exceeded, we make adjustments to preserve budget
neutrality. There is no statutory exception available for CHI services, so the expected spending
associated with these services must be included in the CY 2024 BN adjustment.

Comment: Several commenters expressed concern regarding the medical record
documentation requirements for CHI services and requested that CMS clarify that services must
be documented by the billing practitioner and not necessarily by the auxiliary staff delivering the
services. This arrangement would allow a CBO to communicate with the billing practitioner
about the services provided (including the time spent furnishing services and the social needs

addressed), without requiring CBOs to have the technical capacity to directly input



documentation into medical records. Other commenters stated that the billing practitioner or the
auxiliary personnel should be responsible for documenting CHI and PIN services in the
Electronic Medical Record (EMR).

Response: We thank the commenters for requesting clarification regarding
documentation in the medical record, including an EMR, by the auxiliary personnel. We refer
commenters to the finalized policies about medical record documentation in the CY 2020 PFS
final rule (84 FR 62681 through 62684) and our later clarifications in the CY2021 PFS final rule
(85 FR 84594 through 84596), which state that any individual who is authorized under Medicare
law to furnish and bill for their professional services, whether or not they are acting in a teaching
role, may review and verify (sign and date) the medical record for the services they bill, rather
than re-document notes in the medical record made by physicians, residents, nurses, and students
(including students in therapy or other clinical disciplines), or other members of the medical
team. Documentation, in the end, is the responsibility of the billing practitioner. CBOs may enter
data following our general policy, as long as the biller reviews and verifies the documentation.

After consideration of the public comments, we are finalizing our proposal to designate
CHI services as care management services that may be furnished under the general supervision
of the billing practitioner in accordance with § 410.26(b)(5). We are also finalizing the proposed
code descriptor for HCPCS code G0019, with a few minor changes. The final code descriptor for
HCPCS code G0019, states that CHI services performed by certified or trained auxiliary
personnel, including a community health worker, under the direction of a physician or other
practitioner requires 60 minutes per calendar month to bill the service. We are also finalizing the
valuation for HCPCS code G0019 as proposed. We are also finalizing the proposed code
descriptor and 30 minutes per calendar month for HCPCS code G0022 as proposed.
Additionally, we are not finalizing a frequency limitation for HCPCS code G0022. We will
monitor utilization of the add-on HCPCS code G0022 and may re-evaluate these policies in

future rulemaking.



With regard to changes in our final code descriptor, we are modifying the descriptor to
reflect the policy we are finalizing in response to public comments received. We removed ‘E/M’
from the code descriptor since we are finalizing a policy to allow an E/M service, including an
E/M service that is part of a TCM service, and an AWV service to serve as the initiating visit for
CHI services. Additionally, we are adding a service element for the SDOH risk assessment to
describe instances when a CHW or other auxiliary personnel performing CHI services identifies
an SDOH need that the furnishing practitioner did not identify and needs to apprise the billing
practitioner of that unmet SDOH need(s) they find for the need to be addressed by the billing
practitioners and for the billing practitioner to identify if that need would impact the ability of the
billing practitioner to diagnose and treat the problem addressed in the initiating visit .

We are finalizing the code descriptor for HCPCS code G0019 to read as follows:

Community health integration services performed by certified or trained auxiliary
personnel, including a community health worker, under the direction of a physician or other
practitioner; 60 minutes per calendar month, in the following activities to address social
determinants of health (SDOH) need(s) that are significantly limiting the ability to diagnose or
treat problem(s) addressed in an initiating visit:

e Person-centered assessment, performed to better understand the individualized context
of the intersection between the SDOH need(s) and the problem(s) addressed in the initiating
visit.

++ Conducting a person-centered assessment to understand patient’s life story, strengths,
needs, goals, preferences and desired outcomes, including understanding cultural and linguistic
factors and including unmet SDOH needs (that are not separately billed).

++ Facilitating patient-driven goal-setting and establishing an action plan.

++ Providing tailored support to the patient as needed to accomplish the practitioner’s
treatment plan.

e Practitioner, Home-, and Community-Based Care Coordination



++ Coordinating receipt of needed services from healthcare practitioners, providers, and
facilities; and from home- and community-based service providers, social service providers, and
caregiver (if applicable).

++ Communication with practitioners, home- and community-based service providers,
hospitals, and skilled nursing facilities (or other health care facilities) regarding the patient’s
psychosocial strengths and needs, functional deficits, goals, preferences, and desired outcomes,
including cultural and linguistic factors.

++ Coordination of care transitions between and among health care practitioners and
settings, including transitions involving referral to other clinicians; follow-up after an emergency
department visit; or follow-up after discharges from hospitals, skilled nursing facilities or other
health care facilities.

++ Facilitating access to community-based social services (e.g., housing, utilities,
transportation, food assistance) to address the SDOH need(s).

e Health education- Helping the patient contextualize health education provided by the
patient’s treatment team with the patient’s individual needs, goals, and preferences, in the
context of the SDOH need(s), and educating the patient on how to best participate in medical
decision-making.

e Building patient self-advocacy skills, so that the patient can interact with members of
the health care team and related community-based services addressing the SDOH need(s), in
ways that are more likely to promote personalized and effective diagnosis or treatment.

e Health care access / health system navigation

++ Helping the patient access healthcare, including identifying appropriate practitioners
or providers for clinical care and helping secure appointments with them.

e Facilitating behavioral change as necessary for meeting diagnosis and treatment goals,
including promoting patient motivation to participate in care and reach person-centered diagnosis

or treatment goals.



e Facilitating and providing social and emotional support to help the patient cope with
the problem(s) addressed in the initiating visit, the SDOH need(s), and adjust daily routines to
better meet diagnosis and treatment goals.

e Leveraging lived experience when applicable to provide support, mentorship, or
inspiration to meet treatment goals.

The commenters did not suggest any changes to the add-on code descriptor so for the
add-on HCPCS code G0022 we are not finalizing any changes and the descriptor will read as
follows: HCPCS code G0022 — Community health integration services, each additional 30
minutes per calendar month (List separately in addition to G0019).

In the proposed rule, we proposed that all auxiliary personnel who provide CHI services
must be certified or trained to perform all included service elements and authorized to perform
them under applicable State laws and regulations. Under § 410.26(a)(1) of our regulations,
auxiliary personnel must meet any applicable requirements to provide the services performed
incident to the billing practitioner’s professional services, including licensure, that are imposed
by the State in which the services are being furnished. In States where there are no applicable
licensure or other laws or regulations relating to individuals performing CHI services, we
proposed to require auxiliary personnel providing CHI services to be trained to provide them.
Training must include the competencies of patient and family communication, interpersonal and
relationship-building skills, patient and family capacity-building, service coordination and
system navigation, patient advocacy, facilitation, individual and community assessment,
professionalism and ethical conduct, and the development of an appropriate knowledge base,
including of local community-based resources. We proposed these competencies because they
reflect professional consensus regarding appropriate core competencies for CHWs, applied to

this context.'* We solicited public comment on whether it would be appropriate to specify the
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number of hours of required training, as well as the training content and who should provide the
training.

The following is a summary of the comments we received and our responses.

Comment: Most commenters generally agreed with our proposal. Some commenters
expressed that a minimum number of training hours is needed to ensure basic skills and
understanding related to the CHW scope of work. Other commenters noted that training should
be development-oriented and not be a one-time certification. Some commenters expressed that
CHW:s, and the associations that represent them, are best positioned to determine the appropriate
training requirements to balance patient safety and access to care. Commenters also expressed
that there should be flexibility in training and certification requirements to support the
development of a diverse CHI services workforce.

Several commenters noted they utilize the Community Health Worker Core Competency
(C3) project. A few commenters agreed that training should not focus on clinical topics as CHWs
are not trained clinicians or health educators. Other commenters also suggested and agreed that
when there are no applicable licensure or State laws related to individuals performing CHI,
services should align with the C3 Project competencies.

Response: We continue to believe that our rules for all incident to services should apply
such that applicable State rules and requirements must be met and that training/certification must
meet any applicable requirements to provide the services performed incident to the billing
practitioner’s professional services, including licensure, that are imposed by the State.

Comment: Some commenters disagreed with our proposal to require auxiliary personnel
providing CHI services to be trained. These commenters suggested that CMS offer a legacy
certification option for CHWs with extensive lived experience.

Response: We thank commenters for their feedback. We do not understand what the
commenters mean by legacy certification. We continue to believe that we should defer to States,

as they have applicable standards for auxiliary personnel (as specified for all incident to services



under § 410.26). For States without a standard for training or certification, that we believe that
we should adopt the professional consensus regarding appropriate core competencies for CHI
services, applied to this context.

Comment: While some commenters stated that requiring a specific number of training
hours may be a deterrent for some individuals to actually obtain the required training, others
suggested auxiliary personnel providing CHI services should participate in training programs
with anywhere from 7 to 10 hours, 30 to 40 hours, and up to 140 hours before beginning work.
Other commenters recommended an annual training requirement of 2 to 3 hours.

Response: We thank the commenters for their thoughts and suggestions on whether it
would be appropriate to specify the number of hours of required training, as well as the training
content and who should provide the training to be obtained by CHWs. We did not propose and
do not plan to finalize a specific number of hours of training for auxiliary personnel providing
CHI services.

After consideration of the public comments, we are finalizing our proposal that all
auxiliary personnel who provide CHI services must be certified or trained to perform all included
service elements, and authorized to perform them under applicable State laws and regulations.

For CHI services, as with all incident to services, it is the billing practitioner’s
responsibility to ensure that all payment rules and applicable State requirements are met
including licensure, certification, and/or training. This does not mean that the billing
practitioners are required to provide the licensure, certification, and/or training themselves, but
rather that they must ensure that the Medicare criteria for billing and payment of CHI services
are met.

We continue to believe that the training required to provide CHI services must include
the competencies of patient and family communication, interpersonal and relationship-building,
patient and family capacity-building, service coordination and system navigation, patient

advocacy, facilitation, individual and community assessment, professionalism and ethical



conduct, and the development of an appropriate knowledge base, including of local community-
based resources.

Because we defer to applicable State rules, we are not requiring a set number of training
hours or content in States that have applicable rules. For States that do not have applicable rules,
we continue to believe that our proposed competencies as specified above are appropriate. Due
to the wide range of training hours suggested by commenters, we are not specifying a required
number of training hours that need to be obtained in States who do not have an applicable rule to
specify the number of required hours.

Comment: One commenter suggested a national certification mechanism and to call these
personnel certified Community Health Professionals (CCHPs). Some commenters expressed that
there should be a program-level accreditation that recognizes community-based organizations
that are employing community-health workers, and pointed to accrediting bodies that have plans
in the works for such accreditations.

Response: We are not sure whether the commenter is recommending a national
accreditation for CHI services, CHWs, or CBOs. PFS payment policy provides payment rules for
services, in this case CHI services furnished by CHWs or other types of auxiliary personnel who
may or may not be working in conjunction with a CBO. Above, we have finalized our policy for
CHI services and if a national accreditation program trains or certifies and meets our
requirements which includes applicable State requirements, then those auxiliary personnel would
meet requirements to provide CHI services (assuming all other billing requirements are met).

In our proposed rule, we proposed to require that time spent furnishing CHI services for
purposes of billing HCPCS codes G0019 and G0022 must be documented in the patient’s
medical record in its relationship to the SDOH need(s) they are intended to address and the
clinical problem(s) they are intended to help resolve. The activities performed by the auxiliary
personnel would be described in the medical record, just as all clinical care is documented in the

medical record. We proposed to require the SDOH need(s) to be recorded in the patient’s



medical record, and for data standardization purposes, stated that practitioners would be
encouraged to record the associated ICD-10 Z-code (Z55-Z65) in the medical record and on the
claim.

Since CHI services are community-based and involve connecting the patient with local
resources in their community, and are highly personalized, for example, hearing and
understanding a patient’s life story and culture, we believe that most of the elements of CHI
services would involve direct contact between the auxiliary personnel and the patient, and that a
substantial portion would be in-person, but recognized that a portion might be performed via
two-way audio. We sought to confirm our understanding of where and how these services would
be typically provided (for example, in-person, audio-video, two-way audio).

We solicited public comment regarding whether we should require patient consent for
CHI services. For care management services that could generally be performed without any
direct patient contact, we require advance patient consent to receive the services as a prerequisite
to furnishing and billing the services, to avoid patients receiving bills for cost sharing that they
might not be expecting to receive. For example, a patient might receive chronic care
management services comprised of practitioners coordinating care with each other and reviewing
or exchanging medical records between visits in ways that do not require involving the patient
directly. As we have frequently discussed in prior rulemaking for care management services (for
example, at 81 FR 80240), we do not have statutory authority to waive cost sharing for care
management or other services. Rather, cost sharing remains applicable except as specified by
statute such as for certain preventive services. In recent years, we have required advance
documented patient consent to receive most care management services as a condition of the
practitioner billing those services, to avoid a situation where the patient is surprised to receive a
bill for the associated cost sharing. These consent requirements include informing the patient
about applicable cost sharing, the right to discontinue services, and, where applicable, the

limitation that payment is made for the service to only one practitioner per month. We have



heard from interested parties over time that requiring advance patient consent is an
administrative burden and may pose a barrier to receipt of needed services. We did not propose
to require consent for CHI services, since we believe these services typically would involve
direct patient contact, and largely be provided in-person. However, we stated that if we heard
from public commenters that CHI services would frequently not involve direct contact with the
patient, or could extend for periods of time for which the patient might not be expecting to incur
cost sharing obligations (such as multiple months), we would consider requiring patient consent
to receive CHI services. We solicited comment regarding whether we should require patient
consent for CHI services. The following is a summary of the comments we received and our
responses.

Comment: Commenters confirmed that CHI services would most likely occur both in-
person and virtually (via audio-video or via two-way audio) but noted that evidence shows that
all services should include some in-person interaction. As a result, a few commenters requested
that CMS provide a higher payment for services when they are delivered in person to incentivize
these types of interactions. Additionally, one commenter recommended at least one in-person
interaction each month, unless the patient is in an area designated as rural, frontier, tribal, or a
geographically isolated territory.

Response: We acknowledge the commenters’ suggestion that CHI services would be
available either in person, virtually, or a mix of both. However, we continue to believe that most
of the elements of CHI services would involve direct contact between the auxiliary personnel and
the patient. Thus, we do not plan to provide a higher payment for services when they are
delivered in person, and we do not believe that we need to incentivize in-person interactions. We
hope to engage with practitioners and other interested parties to inform any refinements to the
services through future rulemaking, as our collective experience with these services grows.

Comment: Most commenters stated that patient consent should be obtained prior to

initiating services for CHI, so the beneficiary can be counseled on the services being provided, in



addition to potential co-insurance and/or cost sharing requirements. A few commenters stated
that a patient should be allowed to give their consent verbally, documented in the medical record,
that the auxiliary personnel may obtain consent, or virtually. Lastly, another commenter stated
that including the CHW in the CHI initiating visit with the practitioner as part of the patient care
team would avoid complications with consent since the patient’s approval would be provided
during the initial visit. The commenters stated that, considering that a variety of factors may
prevent a patient from returning to the clinic, it is imperative that the CHW is introduced during
the initial visit.

Comment: A few commenters disagreed consent should be required for several reasons.
One commenter expressed that consent should not be required for CHI services because often
times, patients do not understand CHI services at the time presented, therefore discussing
consent would be difficult especially when there may be a lack of understanding or if there are
literacy, language, culture and learning difficulties. Requiring consent is especially challenging
given the short time spent with the practitioner, especially during long appointments where there
are interpreter needs. Commenters generally agreed that if consent will be required, they ask
CMS to consider verbal consent or consent as part of the annual consent for treatment.

Response: Having reviewed the public comments, we are persuaded by the opinions of
the commenters that we should require consent. CHI services may not necessarily be in person,
could be provided over many months, and the patient would not necessarily expect to incur cost
sharing.

Comment:. We received comments recommending on how consent should be obtained.
Commenters recommended that we not require consent to obtained in person. Commenters stated
that there may be circumstances where it may not be possible to obtain consent during the
initiating visit. Commenters recommended that we not require written consent but rather allow

the patient to provide a verbal consent.



Response: After considering public comments we agree with commenters that in order to
reduce administrative burden that written or verbal consent may be obtained as long as it is
documented in the medical record.

Comment: Several commenters asked about who would obtain consent. Commenters
asked CMS if consent could be obtained by auxiliary personnel.

Response: While we believe it would be best for the billing practitioner to obtain
consent, we agree with the commenters that we should allow auxiliary personnel to obtain the
consent and that is what we are finalizing. As part of the consent process, it must be explained to
the patient that cost sharing will apply and that only one practitioner per month can bill the
services. Consent only has to be obtained once (rather than annually) and in cases where there is
a change in the billing practitioner, a new patient consent would be required.

In summary, after consideration of public comments, we are finalizing that patient
consent is required in advance of providing CHI services, but may be obtained either in writing
or verbally, so long as the consent is documented in the patient’s medical record. We are also
finalizing that consent for CHI services may be obtained by auxiliary personnel and must be
obtained if there is a change in the billing practitioner. The consent process must include
explaining to the patient that cost sharing applies and that only one practitioner may furnish and
bill the services in a given month.

In the proposed rule, we proposed that a billing practitioner may arrange to have CHI
services provided by auxiliary personnel who are external to, and under contract with, the
practitioner or their practice, such as through a community-based organization (CBO) that
employs CHWs, if all of the “incident to” and other requirements and conditions for payment of
CHI services are met. Although we proposed to allow CHI services to be performed by auxiliary
personnel under a contract with a third party, we stated, as we have in our regulations for current
care management services, that there must be sufficient clinical integration between the third

party and the billing practitioner in order for the services to be fully provided, and the connection



between the patient, auxiliary personnel, and the billing practitioner must be maintained. As we
discussed in a similar context for other care management services in the CY 2017 PFS final rule,
if there was little oversight by the billing practitioner or a lack of clinical integration between a
third party providing the services and the billing practitioner, we did not believe services, as we
proposed to define them, could be fully performed; and therefore, in such cases, services should
not be billed (see 81 FR 80249). We stated that we would expect the auxiliary personnel
performing the CHI services to communicate regularly with the billing practitioner to ensure that
CHI services are appropriately documented in the medical record, and to continue to involve the
billing practitioner in evaluating the continuing need for CHI services to address the SDOH
need(s) that limit the practitioner’s ability to diagnose and treat the problem(s) addressed in the
initiating visit.

As noted in the CY 2023 PFS final rule (87 FR 69790) and explained in the CY 2023
PFS proposed rule (87 FR 46102), when we refer to community-based organizations, we mean
public or private not-for-profit entities that provide specific services to the community or
targeted populations in the community to address the health and social needs of those
populations. They may include community-action agencies, housing agencies, area agencies on
aging, centers for independent living, aging and disability resource centers or other non-profits
that apply for grants or contract with healthcare entities to perform social services. As described
earlier in this section, they may receive grants from other agencies in the U.S. Department of
Health and Human Services, including Federal grants administered by the Administration for
Children and Families (ACF), Administration for Community Living (ACL), the Centers for
Disease Control and Prevention (CDC), the Substance Abuse and Mental Health Services
Administration (SAMHSA), or State-funded grants to provide social services. We stated that,
generally, we believe such organizations know the populations and communities they serve, and
may have the infrastructure or systems in place to assist practitioners to provide CHI services.

We understood that many CBOs provide social services and do other work that is beyond the



scope of CHI services, but we believed they are well-positioned to develop relationships with
practitioners for providing reasonable and necessary CHI services.

Because we were concerned about potential fragmentation that could occur in addressing
specific SDOH, we proposed that only one practitioner per beneficiary per calendar month could
bill for CHI services. This would allow the patient to have a single point of contact for all their
CHI services during a given month.

We proposed that the practitioner could separately bill for other care management
services during the same month as CHI services, if time and effort are not counted more than
once, requirements to bill the other care management service are met, and the services are
medically reasonable and necessary.

We proposed that CHI services could not be billed while the patient is under a home
health plan of care under Medicare Part B, since we believed there would be significant overlap
between services furnished under a home health plan of care and CHI services, particularly in the
home health services referred to as “medical social services,” and in comprehensive care
coordination. For example, medical social services can be furnished to the patient's family
member or caregiver on a short-term basis when the home health agency (HHAs) can
demonstrate that a brief intervention by a medical social worker is necessary to remove a clear
and direct impediment to the effective treatment of the patient's medical condition or to the
patient's rate of recovery. Additionally, the home health agency (HHA) conditions of
participation require that HHAs coordinate all aspects of the beneficiary’s care while under a
home health plan of care, such as integrating services, whether provided directly or under
arrangement, to assure the identification of patient needs and factors that could affect patient
safety and treatment effectiveness and the coordination of care provided by all disciplines; and
involvement of the patient, representative (if any), and caregiver(s), as appropriate, in the

coordination of care activities.



Also, we noted that when Medicare and Medicaid cover the same services for patients
eligible for both programs, Medicare generally is the primary payer in accordance with section
1902(a)(25) of the Act. Based on the specificity of the coding for our proposal, we do not expect
that CHI services will neatly overlap with any other coverage for patients who are dually eligible
for Medicare and Medicaid. However, we solicited public comment regarding whether States
typically cover services similar to CHI under their Medicaid programs, and whether such
coverage would be duplicative of the CHI service codes. We also solicited comment on whether
there are other service elements not included in the proposed CHI service codes that should be
included, or are important in addressing unmet SDOH need(s) that affect the diagnosis or
treatment of medical problems, where CMS should consider coding and payment in the future.

The following is a summary of the comments we received and our responses.

Comment: Many commenters requested that CMS reconsider the exclusion of home
health patients and urged CMS to allow for concurrent billing of CHI services and skilled home
health plan of care because it is well established that the limited social work component of a
home health plan of care is not adequate to address complex health related social needs and does
not include the same intensity of support that is outlined in the CHI services benefit.
Commenters expressed that not allowing CHI services to be billed for patients who are receiving
the home health benefit and have a home health plan of care could result in patients losing the
services provided by CHWs to meet their needs related to social determinants of health,
healthcare translation, and patient advocacy. Commenters noted that home health services
typically extend for 60 days or more, and if the patient is currently receiving home health
benefits it would put the patient in a position of choosing between two important services,
potentially negatively impacting health outcomes.

Response: We acknowledge the commenter’s assertions that a home health plan of care
is inadequate to address complex health-related social needs and does not include the same

intensity of support that is outlined in the CHI services benefit. However, we believe that policy



and payments accounted for under the home health prospective payment system already reflect
much of the services described by the CHI codes, such that there would be significant overlap
between CHI services and services furnished under a home health plan of care. Specifically,
when a beneficiary is under a home health plan of care, medical social services are a covered
home health service. Services of these professionals which may be covered include, but are not
limited to: assessment of the social and emotional factors related to the patient's illness, need for
care, response to treatment and adjustment to care; assessment of the relationship of the patient's
medical and nursing requirements to the patient's home situation, financial resources and
availability of community resources; appropriate action to obtain available community resources
to assist in resolving the patient's problem; and counseling services that are required by the
patient and medical social services for the patient's family member or caregiver on a short-term
basis.

Comment: Some commenters stated that most State Medicaid programs do not directly
cover CHI services at this time, and the States that do have Medicaid billing codes for CHW
services have reimbursement rates that are insufficient and unsustainable. Other commenters
stated that authorizing Medicare payments for the CHI services would be complementary to
services currently provided under Medicaid. Additionally, commenters stated that the Medicare
proposal takes a more effective holistic approach to identify and remedy all social determinants
of health impacting a beneficiary’s medical condition compared to Medicaid.

Response: We thank the commenters for their feedback. The CHI services are meant to
resolve those specific concerns to facilitate the patient’s medical care, which would distinguish
CHI from other social services and programs that may be available through Medicaid State plans
or other State or community programs.

After consideration of public comments, we are finalizing as proposed that a billing
practitioner may arrange to have CHI services provided by auxiliary personnel who are external

to, and under contract with, the practitioner or their practice, such as through a community-based



organization (CBO) that employs CHWs, if all of the “incident to” and other requirements and
conditions for payment of CHI services are met, and that there must be sufficient clinical
integration between the third party and the billing practitioner in order for the services to be fully
provided. We are also finalizing as proposed that CHI services could not be billed while the
patient is under a home health plan of care under Medicare Part B. We want to emphasize the
idea that CHI is covered and paid under the Medicare program when there are SDOH needs that
are interfering with the billing clinician’s diagnosis and treatment of the patient. These services
are meant to resolve those specific concerns to facilitate the patient’s medical care, which would
distinguish CHI from other social services and programs that may be available through Medicaid
State plans or other State or community programs.
c. CHI Services Valuation

For HCPCS code G0019, we proposed a work RVU of 1.00 based on a crosswalk to CPT
code 99490 (Chronic care management services with the following required elements: multiple
(two or more) chronic conditions expected to last at least 12 months, or until the death of the
patient, chronic conditions that place the patient at significant risk of death, acute
exacerbation/decompensation, or functional decline, comprehensive care plan established,
implemented, revised, or monitored; first 20 minutes of clinical staff time directed by a physician
or other qualified health care professional, per calendar month) as we believed these values
most accurately reflected the resource costs incurred when the billing practitioner furnishes CHI
services. CPT code 99490 has an intraservice time of 25 minutes and the work is of similar
intensity to our proposed HCPCS code G0019. Therefore, we proposed a work time of 25
minutes for HCPCS code G0019, based on this same crosswalk to CPT code 99490. We also
proposed to use this crosswalk to establish the direct PE inputs for HCPCS code G0019.

For HCPCS code G0022, we proposed a crosswalk to the work RVU and direct PE inputs
associated with CPT code 99439 (Chronic care management services with the following required

elements: multiple (two or more) chronic conditions expected to last at least 12 months, or until



the death of the patient, chronic conditions that place the patient at significant risk of death,
acute exacerbation/decompensation, or functional decline, comprehensive care plan established,
implemented, revised, or monitored; each additional 20 minutes of clinical staff time directed by
a physician or other qualified health care professional, per calendar month (List separately in
addition to code for primary procedure)) as we believed these values reflected the resource costs
incurred when the billing practitioner furnishes CHI services. Therefore, we proposed a work
RVU of 0.70 and a work time of 20 minutes for HCPCS code G0022.

We received public comments on valuation. The following is a summary of the
comments we received and our responses.

Comment: While most commenters were generally supportive of our proposed
crosswalks and valuations for HCPCS codes G0019 and G0022, and our proposed work RVU of
1.00 and a work time of 25 minutes based on a crosswalk to CPT code 99490 for G0019 and
proposed a work RVU of 0.70 and a work time of 20 minutes for HCPCS code G0022 based on a
crosswalk to CPT code 99439. While some commenters agreed with HCPCS code G0019 and
the crosswalk to CPT code 99490, they disagreed with the suggested time for the service and
suggested that every subsequent 20 minutes of CHI services up to 60 minutes should have a
separate HCPCS code that has an equivalent RVU crosswalk to CPT code 99490. Then, these
commenters would agree with the RVU for HCPCS code G0022, as long as there is recognition
that the first hour can be billed in 20-minute increments up to a total of 60 minutes.

Additionally, several commenters noted that the chronic care management services codes
are billed in 20-minute increments and questioned whether every subsequent twenty minutes of
CHI, up to 60 minutes, should have a separate HCPCS code that has an equivalent RVU
crosswalk to CPT codes 99490 and 99439, up to 60 minutes per calendar month.

Response: We thank the commenters for their feedback. It is our understanding that
appropriately addressing patient needs that require CHI services would take longer than 20

minutes per month, and so to promote the comprehensiveness and integrity of the service



elements we are finalizing as proposed for these services. We will monitor the utilization of CHI
services and will consider changes over time for future rulemaking.

Comment: A few commenters were not in support of the proposed valuations and
encouraged CMS to reevaluate as there is a significant amount of work the CHW provides to the
patient, whether for SDOH support or coordination of care for chronic conditions, wellness, and
prevention, educating the patient, and building patient self-advocacy skills. Another commenter
requested the work RVU for HCPCS code G0019 be increased. An additional commenter
suggested that the work RVU value of the 60-minute monthly CHI service should be equivalent
to a CPT code 99214 E/M visit and the additional 30-minutes CHI service should be equivalent
to a CPT code 99213 E/M visit.

Commenters recommended that CMS submit the CHI services codes and the PIN
services codes to the RUC for their review.

Response: We thank commenters for their feedback and recommendation to have these
new G codes for CHI services be reviewed by the RUC. While the RUC does not typically
review G codes created by CMS, these codes could be potentially reviewed in a future rule cycle
if the RUC chooses to do so. We remind readers that the RUC is an independent organization not
administered by CMS that typically decides which codes will be reviewed based on its own
internal criteria.

After consideration of public comments, we are finalizing the valuation of these codes as
proposed. We will monitor the utilization of these new codes and consider any changes in
possible future rulemaking.

d. Social Determinants of Health (SDOH) —Proposal to establish a stand-alone G code
1. Background
As previously discussed, there is increasing recognition within the health care system of

the need to take SDOH into account when providing health care services, given that it is



estimated'’ that around 50 percent of an individual’s health is directly related to SDOH. Healthy
People 2030 define the broad groups of SDOH as: economic stability, education access and
quality, healthcare access and quality, neighborhood and built environment, and social and
community context, which include factors like housing, food and nutrition access, and
transportation needs. Many Federal agencies are also developing policies to better address the
impact SDOH have on patients, in support of HHS’s Strategic Approach to Addressing Social
Determinants of Health to Advance Health Equity!6, as well as the CMS Framework for Health
Equity!”.
ii. SDOH Risk Assessment Code

Over the past several years, we have worked to develop payment mechanisms under the
PFS to improve the accuracy of valuation and payment for the services furnished by physicians
and other health care professionals, especially in the context of evolving models of care. Section
1862(a)(1)(A) of the Act generally excludes from coverage services that are not reasonable and
necessary for the diagnosis or treatment of illness or injury or to improve the functioning of a
malformed body member. Practitioners across specialties have opined and recognized the
importance of SDOH on the health care provided to their patients, including by recommending
the assessment of SDOH through position or discussion papers!®1929 organizational strategic
plans?!, and provider training modules.?? In the proposed rule, we outlined how the practice of
medicine currently includes assessment of SDOH in taking patient histories, assessing patient
risk, and informing medical decision making, diagnosis, care and treatment. The taking of a

social history is generally performed by physicians and practitioners in support of patient-

15 hitps.://aspe.hhs.gov/sites/default/files/documents/e2b650cd64cf84aae8ff0fae7474af82/SDOH-Evidence-
Review.pdf.
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centered care to better understand and help address relevant problems that are impacting
medically necessary care. We believe the resources involved in these activities are not
appropriately reflected in current coding and payment policies. As such, we proposed to establish
a code to separately identify and value a SDOH risk assessment that is furnished in conjunction
with an E/M visit.

We proposed a new stand-alone G code, now assigned as HCPCS code G0136,
Administration of a standardized, evidence-based Social Determinants of Health Risk
Assessment, 5-15 minutes, not more often than every 6 months. SDOH risk assessment refers to a
review of the individual’s SDOH or identified social risk factors that influence the diagnosis and
treatment of medical conditions. We proposed HCPCS code G0136 to identify and value the
work involved in the administering a SDOH risk assessment as part of a comprehensive social
history when medically reasonable and necessary in relation to an E/M visit. SDOH risk
assessment through a standardized, evidence-based tool can more effectively and consistently
identify unmet SDOH needs and enable comparisons across populations. For example, through
administration of the SDOH risk assessment for a patient presenting for diabetes management, a
practitioner might discover that a patient’s living situation does not permit reliable access to
electricity, impacting the patient’s ability to keep insulin refrigerated. The practitioner may then
prescribe a type of insulin that remains stable at room temperature or consider oral medication
instead. In this example, the practitioner could furnish an SDOH risk assessment in conjunction
with the E/M visit to gain a more thorough understanding of the patient’s full social history and
to determine whether other SDOH needs are also impacting medically necessary care.

We further proposed that the SDOH risk assessment must be furnished by the practitioner
on the same date they furnish an E/M visit, as the SDOH assessment would be reasonable and
necessary when used to inform the patient’s diagnosis, and treatment plan established during the

visit. Required elements would include:



e Administration of a standardized, evidence-based?? SDOH risk assessment tool that
has been tested and validated through research, and includes the domains of food insecurity,
housing insecurity, transportation needs, and utility difficulties.

++ Billing practitioners may choose to assess for additional domains beyond those listed
above if there are other prevalent or culturally salient social determinants in the community
being treated by the practitioner.

Possible evidence-based tools include the CMS Accountable Health Communities
(AHC)?* tool, the Protocol for Responding to & Assessing Patients’ Assets, Risks & Experiences
(PRAPARE)? tool, and instruments identified for Medicare Advantage Special Needs
Population Health Risk Assessment?®,

Given the multifaceted nature of unmet SDOH needs appropriate follow-up is critical for
mitigating the effects of the identified, unmet SDOH needs on a person’s health. An SDOH risk
assessment without appropriate follow-up for identified needs would serve little purpose. As
such, CMS solicited comment on whether we should require as a condition of payment for
SDOH risk assessment that the billing practitioner also have the capacity to furnish CHI, PIN, or
other care management services, or have partnerships with community-based organizations
(CBO) to address identified SDOH needs.

The SDOH needs identified through the risk assessment must be documented in the
medical record and may be documented using a set of ICD-10-CM codes known as “Z codes™?’
(Z55-765) which are used to document SDOH data to facilitate high-quality communication
between providers. We proposed a duration of 5-15 minutes for HCPCS code G0136 for the
administration of an SDOH risk assessment tool, billed no more often than once every 6 months.

We proposed to limit the SDOH assessment service to once every six months, as we believe

2 hitps.//health.gov/healthypeople/tools-action/browse-evidence-based-resources/types-evidence-based-resources.
24 hitps.//innovation.cms.gov/files/worksheets/ahcm-screeningtool. pdf.

25 https.//'www.nachc.org/research-and-data/prapare/.

26 CMS-10825.

27 https://www.cms.gov/files/document/z-codes-data-highlight.pdf.



there are generally not significant, measurable changes to health outcomes impacted by a
patient’s SDOH in intervals shorter than 6 months.

We received public comments on these proposals. The following is a summary of the
comments we received and our responses.

Comment: Commenters were overall supportive of our definition of SDOH. We received
several comments requesting that CMS change the name to social drivers of health, drivers of
health, or health-related social needs. Many of these commenters noted that other CMS programs
use the term social drivers of health and requested that CMS use consistent naming conventions.
Many commenters agreed that our proposal aligns with ongoing efforts to improve health equity
and applauded our proposal for a new code. Other commenters discussed work that is already
occurring in performing SDOH risk assessments and cited the benefits of adding payment in the
PFS for these services, as they are currently under- or unpaid. Several commenters from rural
and underserved areas noted that funding is scarce for resources like community-based
organizations, and they were hopeful this code would increase funding and therefore access to
such services.

One commenter suggested that this service was duplicative as the E/M coding structure
allows practitioners to report a higher code to capture increased intensity services, such as when
SDOH considerations are present. A few commenters strongly opposed the proposal, expressing
concern that our proposal would divert dollars from medical care and would impose surveillance
data gathering, which they considered intrusive on patients. A few other commenters
recommended that the proposal should not be finalized and should be further studied before
implementation. Another commenter recommended that we delay implementation until a more
detailed analysis is available on the use of SDOH to improve patient outcomes. Several
commenters recommended this code be exempted from budget neutrality, and a few other

commenters suggested that CMS waive cost-sharing for this service.



Response: We note that there are many definitions and names for similar assessments,
and we share the desire to align naming conventions across programs, especially within CMS.
However, we note that there is not yet a universally accepted term for these types of factors.
Many definitions have slight differences in their intent or meaning, which complicates
standardization. SDOH is defined by the Current Procedural Terms (CPT) coding guidelines,
which is why we used this term in the proposal. We will consider whether there could be greater
alignment in terminology across CMS in the future. We acknowledge that the E/M coding
structure does allow for a higher level of Medical Decision-Making when taking things like
SDOH into consideration. For this reason, we continue to believe that this code represents work
that is currently not accounted for.

With respect to budget neutrality, we remind commenters that section
1848(c)(2)(B)(ii)(II) of the Act requires that increases or decreases in RVUs may not cause the
amount of Medicare Part B expenditures for the year to differ by more than $20 million from
what expenditures would have been in the absence of these changes. If this threshold is
exceeded, we must make adjustments to preserve budget neutrality. There is no statutory
exception available for the SDOH risk assessment, so the expected spending associated with
these services must be included in the CY 2024 BN adjustment. As we have frequently discussed
in prior rulemaking for care management services (for example, at 81 FR 80240), we do not have
authority to waive cost sharing for care management or other services except as specified in
statute, such as for certain preventive services. Rather, cost sharing remains applicable for the
proposed SDOH risk assessment and other care management services. We note that the
beneficiaries likely to benefit the most from this risk assessment may qualify or already be
enrolled in programs to reduce or eliminate cost sharing, such as Medicaid or other supplemental
insurances. We do not agree with commenters who stated this type of information will impose
surveillance data gathering in a way that is intrusive to patients. We acknowledge that the

information collected as part of an SDOH risk assessment could be sensitive in nature, and we



understand that discussing SDOH-related topics may be perceived as intrusive to some
beneficiaries. However, as we discussed in the introduction, this information is already being
collected by practitioners in medical settings, as many across the medical community agree that
this type of information is important to the health care patients receive. We are not proposing
new forms of data collection, but rather are seeking to acknowledge this work through payment,
which was supported by other commenters.

Comment: We received many comments related to the proposed requirement that SDOH
risk assessment be furnished the same date as an E/M visit. Many commenters requested
clarification on the same date requirement, citing operational difficulty in performing the
assessment during the visit and requested that we allow for the risk assessment to be performed
7-10 days prior to the appointment, given that many practitioners utilize a “pre-check-in” system
via an online portal. We also received many comments discussing the furnishing of the SDOH
risk assessment in conjunction with E/M visits. Some commenters requested that clinical
psychologists be allowed to furnish SDOH risk assessment and specified that the SDOH risk
assessment should be billable with CPT code 90791 and HBAI codes in addition to E/M visits,
noting that patients with mental health conditions often have unmet social needs and may not see
another health care practitioner routinely beyond a clinical psychologist. We received many
comments requesting clinical social workers be added explicitly to the list of practitioners able to
furnish SDOH risk assessments, citing that assessment of SDOH needs falls within their
competencies and training. Other commenters recommended including all practitioners who can
bill Medicare directly, such as marriage and family therapists (MFTs), mental health counselors
(MHCs), and physical and occupational therapists.

Response: We understand that many practitioners use online portals for the collection of
demographic and insurance information prior to the visit for operational ease. However, we
emphasize that this is a SDOH risk assessment, not a screening. The SDOH risk assessment is

intended to be used when a practitioner has reason to believe there are unmet SDOH needs that



are interfering with the practitioner’s diagnosis and treatment of a condition or illness. As such,
there are limited scenarios in which we envision a practitioner would know ahead of a visit that
an SDOH risk assessment would be appropriate, such as a patient who has a history of unmet
SDOH needs, or the patient disclosed such information before the visit. Examples could include
the patient requesting an appointment at a specific time or on a specific date due to the limited
availability of transportation to or from the visit, or the patient requests a refill of refrigerated
medication that went bad when the electricity was terminated at their home. Given this, we do
not agree with commenters that it would be typically appropriate to have a patient fill out an
SDOH risk assessment 7-10 days in advance of an appointment. We understand that in limited
scenarios, such as described above, a clinician may wish to get an SDOH risk assessment during
pre-check-in paperwork. We are also sensitive to commenters’ feedback about the operational
difficulties in getting an SDOH risk assessment during an associated appointment, especially in
circumstances discussed by the commenters where it is already part of the check-in process
practitioners have in place. We agree with commenters that SDOH risk assessment is relevant to
the diagnosis and treatment of conditions furnished by practitioners such as clinical
psychologists for patients with behavioral health conditions. We do not agree with commenters
that all practitioners who can bill for Medicare should qualify to perform the SDOH risk
assessment under statute as reasonable and necessary, as we believe that practitioners who can
bill E/M or similar behavioral health visits such as CPT code 90791 and HBAI codes are best
positioned to provide follow-up and ongoing assessment in a longitudinal way. These codes are
used by clinical psychologists to diagnose and treat behavioral health conditions as analogous
codes to E/M services given State law and scope of practice. We acknowledge that other
practitioners such as clinical social workers may benefit from an understanding of the patient’s
SDOH considerations to furnish their services. However, we believe that this information should
be shared when possible or applicable with the care team by the furnishing practitioner of the

associated E/M or behavioral health visit.



After consideration of the public comments, we are finalizing the title, “Social
Determinants of Health” (SDOH) risk assessment for HCPCS code G0136 as proposed. As
discussed in response to public comments, this is to align with the language used by CPT. Given
that we are focused on payment for physicians’ services, most of which are billed using CPT
codes, we believe that aligning our terminology with CPT makes the most sense. We are not
finalizing the requirement that the SDOH risk assessment must be performed on the same date as
the associated E/M or behavioral health visit (such as CPT code 90791 or HBAI codes), for the
operational ease of practitioners. This is also in alignment with when HCPCS code G0136 is
performed in conjunction with an AWV, as the AWV may be split over two visits (see section
III.S. of this final rule for this discussion). We continue to believe that in most cases, HCPCS
code GO136 would not be performed in advance of the associated E/M or behavioral health visit.
We reiterate that the SDOH risk assessment code, HCPCS code G0136, when performed in
conjunction with an E/M or behavioral health visit is not designed to be a screening, but rather
tied to one or more known or suspected SDOH needs that may interfere with the practitioners’
diagnosis or treatment of the patient.

Regarding the types of associated visits that can be performed with HCPCS code G0136,
our aim is to allow behavioral health practitioners to furnish the SDOH risk assessment in
conjunction with the behavioral health office visits they use to diagnose and treat mental illness
and substance use disorders. We are finalizing that in addition to an outpatient E/M visit (other
than a level 1 visit by clinical staff) as proposed, SDOH risk assessment can also be furnished
with CPT code 90791 (Psychiatric diagnostic evaluation) and the Health Behavior Assessment
and Intervention (HBAI) services, described by CPT codes 96156, 96158, 96159, 96164, 96165,
96167, and 96168. We are also finalizing that HCPCS code G0136 may also be performed in
conjunction with an Annual Wellness Visit. This is discussed in more detail in section IIL.S. of

this final rule.



Comment: We received several comments requesting clarification on the types of
settings in which a SDOH risk assessment can occur, and several commenters asked whether this
service could be furnished in the emergency department, observation unit, or during the
perioperative period. These commenters noted that beneficiaries with unmet social needs are
often seen more frequently in the emergency department setting, and these beneficiaries may
lack access to primary care. Other commenters asked whether HCPCS code G0136 could be
performed in conjunction with the E/M that is part of TCM. These commenters discussed that a
patient’s SDOH needs may have changed during the time of a hospitalization, citing examples
such as new financial or housing instability due to being out of work for a prolonged time.
Another commenter discussed that if a patient was going to be going home in a wheelchair for
the first time, they may have new transportation issues if they do not have access to wheelchair-
accessible transportation. Commenters also asked about the use of HCPCS code G0136 in
conjunction with hospital discharge visits.

Response: We thank the commenters for their feedback. We recognize that unmet SDOH
needs may be relevant to the care received in facility settings such as emergency departments
and observation units, and it may be appropriate for practitioners to adjust the treatment plan in
these settings based on known SDOH needs. When we created HCPCS code G0136, we
envisioned it being used in outpatient office settings, in which a patient is interacting with a
practitioner with whom they have a long-standing care relationship. We acknowledge that
patients may have long-standing care relationships with practitioners they see in settings such as
during the operative period, but we believe this to be atypical. Additionally, we are generally
wary of paying for SDOH risk assessment upon every interaction with the health care system,
since this could be burdensome for the patient and have less utility if the unmet SDOH needs are
never addressed or followed up with in a longitudinal way. We agree with commenters that it
makes sense to permit the use of HCPCS code G0136 in conjunction with hospital discharge

visits. We note that this is consistent with other CMS policies since SDOH are present in the



Hospital Inpatient Quality Reporting Program measures, and that SDOH have been identified as
key factors related to safe discharge planning. Even so, our expectation is that patients that have
identified unmet SDOH needs will continue to follow up as an outpatient either through TCM or
E/M visits.

We also believe that SDOH risk assessment is especially important during transitions in
care, which was pointed out by commenters when asking if hospital discharges and TCM would
count as an applicable associated visit. For TCM visits, we clarify that individuals who are
discharged from a hospital, observation unit, or post-acute care, would also be able to receive the
SDOH risk assessment during the TCM E/M visit, to ensure that SDOH needs have been taken
into consideration as the patient transitioned back into the community. The use of HCPCS code
G1036 in conjunction with the TCM E/M visit has the added benefit that it is likely that the
practitioner furnishing TCM will be following the patient longitudinally in an outpatient setting
and can assess for changes in unmet SDOH needs over time.

After consideration of public comments, we are finalizing that HCPCS code G0136 may
be furnished with hospital discharge visits, to remain consistent with other CMS policies
promoting assessment of SDOH as an indicator of quality care and to promote safe discharge
planning. We are also finalizing that HCPCS code G0136 can be billed in outpatient settings. We
are interested in learning more about the ideal settings for HCPCS code G0136 as we work with
interested parties about how HCPCS code G0136 is used, and we will continue to examine this
issue in future rulemaking.

Comment: Commenters were generally supportive of the proposed requirements for the
use of a standardized, evidence-based SDOH risk assessment tool. Commenters generally
appreciated the operational flexibility of CMS not requiring a specific tool, especially if they are
already utilizing an SDOH risk assessment tool. A few commenters requested that CMS specify
one specific tool or publish a list of approved tools to improve standardization and

interoperability. Other commenters requested that CMS clarify that the list of tools is not



exhaustive, and tools beyond those listed can be used if they meet the criteria. A few commenters
requested that CMS only accept tools that meet the Office of the National Coordinator (ONC) for
Health Information IT’s interoperability standards. Others recommended that CMS limit to a
specific list of industry-approved tools. Several commenters also noted that some quality
standards allow for practitioners to combine questions from validated instruments and suggested
CMS adopt similar standards.

Response: We agree with commenters that interoperability and standardization are
important, and we understand that specifying a list of tools or limiting to one tool would work
towards those aims. As such, we note that in the proposed rule, we discussed that possible
evidence-based tools include the CMS Accountable Health Communities tool, the Protocol for
Responding to & Assessing Patients’ Assets, Risks & Experiences (PRAPARE) tool, and
instruments identified for Medicare Advantage Special Needs Population Health Risk
Assessment. However, we are also interested in ensuring that practitioners are able to select tools
and questions beyond the specified tools, that are relevant to the beneficiaries they serve. There
is not a national consensus around one specific tool for the assessment of SDOH needs.
Currently, practitioners and researchers choose the tool (or tools) that fit their needs, and we
have no desire to limit or restrict this current work, so long as it meets the parameters specified
in this rule. We remain committed to finding a balance between the benefits of allowing
maximum operational flexibility and encouraging evidence-based standardization and
interoperability.

Comment: Commenters were in favor of requiring the use of a tool which includes the
specified domains of food insecurity, housing insecurity, transportation needs, and utility
difficulties. Several commenters discussed food insecurity as a foundational or key domain to be
assessed, citing the dietary aspects to the treatment of conditions such as diabetes and
hypertension. A few commenters expressed appreciation for the option to add additional

domains, as relevant to their patient population. Several commenters also requested that the tool



used be required to include the domain of interpersonal safety, citing CMS quality programs that
require inclusion of interpersonal safety, and evidence that this is an important SDOH need.
Another commenter recommended CMS explore including domains related to climate change.

Response: We agree with commenters who discussed the importance of food insecurity,
and we believe the inclusion of this domain is in line with efforts across the government to tackle
food insecurity, such as the White House Conference and Strategy on Hunger, Nutrition, and
Health?8. We agree that interpersonal safety is an important dimension of potential SDOH needs,
and we also recognize the potential difficulty of collecting, storing, and acting on such sensitive
information in a clinical setting. We note that practitioners may add additional domains if they
believe those domains are relevant to their patient population, in which case they could utilize a
tool that includes interpersonal safety.

After consideration of public comments, we are finalizing as proposed, that any
standardized, evidence-based SDOH risk assessment tool that has been tested and validated
through research, may be used to conduct the SDOH risk assessment. The tool must include the
domains of food insecurity, housing insecurity, transportation needs, and utility difficulties.

We solicited comments regarding whether we should require as a condition of payment
for SDOH risk assessment, that the billing practitioner also have the capacity to furnish CHI,
PIN, or other care management services, or have partnerships with community-based
organizations (CBO) to address identified SDOH needs.

Comment: Commenters were mixed on this potential required condition of payment.
Most commenters agreed with our assessment that follow-up is critical to mitigating the impacts
of unmet SDOH needs. However, commenters differed on how CMS should potentially handle
this. Many commenters agreed that furnishing CHI, PIN, other care management services, or
having partnerships with CBOs would address identified SDOH needs and was a reasonable

requirement to furnish this service. Some commenters stated that we should only finalize this
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proposal with some requirement for follow-up. A few commenters stated that there is no need to
perform an SDOH risk assessment if the practitioner does not have the ability to provide
adequate follow up in place. Some commenters agreed that ideally, a practitioner would have an
established relationship with a CBO, but noted that in some areas, particularly those that are rural
and underserved, there are a limited supply of CBOs to address SDOH needs. Other commenters
asked us to clarify if we were expecting practitioners to solve long-standing barriers for patients,
or if we were focused on immediate actions that practitioners could take based on a positive risk
assessment. A few other commenters agreed with the importance of follow-up but noted that this
requirement is too burdensome for practitioners to have in place before they understand the
SDOH needs of their patients and the communities in which their patients live.

Response: We continue to believe that follow-up or referral is an important aspect of
following up on findings from an SDOH risk assessment. We acknowledge that practitioners
may not be ideally suited to solve long-standing SDOH concerns, but we also agree with
commenters that follow up or referral after an SDOH risk assessment is an important element to
addressing the issues that impact a patient’s health and can help the patient connect with services
and individuals that can address more of the patient’s SDOH needs. We are clarifying that we are
focused on SDOH risk assessment to identify issues that impact the practitioner’s ability to
diagnose and treat the patient. We thank the commenters for noting supply issues with CBOs in
some places, and we understand that this will likely be an ongoing issue for some time,
particularly in rural and underserved areas as many practitioners do not currently have
relationships with CBOs. We are also sensitive to the operational needs of practitioners who do
not yet have these resources in place, but who may wish to develop these relationships with the
advent of this new coding. We are attempting to strike a balance between these two needs. We
expect to monitor utilization of these codes, and we leave open the opportunity to reevaluate this

decision on an ongoing basis.



Comment: Many commenters supported the use of the ICD-10-CM codes known as Z
codes (Z55-7265) for documentation of SDOH data. A few commenters recommended CMS
require the use of Z codes for standardization and interoperability across platforms. Other
commenters recommended CMS mention or require the utilization of other systems for
documenting social needs. Commenters who discussed the duration of 5-15 minutes agreed that
this seemed appropriate.

Response: As stated previously, we understand and recognize the importance of data
standardization and interoperability. We are requiring that the SDOH needs identified through
the risk assessment be documented in the medical record, and we are actively encouraging Z-
code reporting to improve our data and understanding of how SDOH affect the patient
populations enrolled in CMS programs. For example, recently CMS identified that when the Z
code for homelessness was encoded during an inpatient admission, there is an increase in
resource usage by the hospital, and as such, CMS underwent rulemaking to incorporate the Z
code for homelessness as a comorbidity or complication that would increase the severity level in
the MS-DRG?® system.

Comment: Many commenters discussed the proposed frequency limitation of once per 6
months, requesting that CMS clarify if the limitation was per beneficiary, or per practitioner per
beneficiary. Many commenters noted operational difficulty if the frequency limitation was per
beneficiary, as beneficiaries often have practitioners across different health systems, and
interoperability constraints with EHRs would make it difficult to verify if the patient had
received an SDOH risk assessment in the last 6 months. Other commenters noted that a new
diagnosis may cause a rapid shift in SDOH needs, with sudden onset of mobility and
transportation difficulty, or a disability that limited a beneficiary’s ability to work. Many
commenters discussed alternative frequency limitations, understanding that 6 months may be

appropriate for those without previous SDOH needs, but more frequent risk assessment may be
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necessary for those with a history of unmet SDOH needs. Commenters also noted that the SDOH
risk assessment would be especially salient during care transitions such as discharge from a
facility such as a hospital or SNF, or a beneficiary who was seen several times in the emergency
department recently.

Response: We appreciate the commenters for their thoughtful and thorough comments.
We agree that with new services, the appropriate frequency limitation is often difficult to
ascertain. We also appreciate the operational difficulty of knowing when a beneficiary last
received an SDOH risk assessment, given that many beneficiaries seek care with several
practitioners or in different health systems. We acknowledge that SDOH needs may change
quickly, especially in beneficiaries with a history of unmet social needs. We also agree with the
comments discussing that care transitions are especially important moments for potential SDOH
risk assessment and note that the Transitional Care Management (TCM) (CPT codes 99495 and
99496) are E/M visits and qualify as an associated visit. We aim to strike a balance between what
is best for the patient and what is operationally best for the practitioner, as well as considering
the patient’s cost sharing responsibilities for each time HCPCS code G0136 is furnished
separately from the AWYV. We also note that if a patient requires frequent SDOH reassessments,
this patient may benefit from CHI or PIN to manage these concerns on an ongoing basis. We will
continue to engage with interested parties and may consider policy changes in future rulemaking
cycles based on our review of claims data or feedback from interested parties.

In light of comments we received in response to the proposed rule, we are not finalizing
the requirement that the practitioner who furnishes the SDOH risk assessment must also have the
capacity to furnish CHI, PIN, other care management services, or have partnerships with CBOs.
We do expect that the practitioner furnishing an SDOH risk assessment would, at a minimum,
refer the patient to relevant resources and take into account the results of the assessment in their

medical decision making, or diagnosis and treatment plan for the visit.



We are finalizing as proposed that any SDOH need identified during HCPCS code G0136
must be documented in the medical record. We are clarifying that we are not requiring the use of
the Z code for documentation, though we are confirming that use of Z codes would be
appropriate to document SDOH needs in the medical record. We encourage the use of Z codes
across CMS programs to better understand the needs of our beneficiaries. We are finalizing a
limitation on payment for the SDOH risk assessment service of once every 6 months per
practitioner per beneficiary.

iii. Valuation for SDOH Risk Assessment (HCPCS Code G0136)

We proposed a direct crosswalk to HCPCS code G0444 (Screening for depression in
adults, 5-15 minutes), with a work RVU of 0.18, as we believe this service reflects the resource
costs associated when the billing practitioner performs HCPCS code G0136. HCPCS code
G0444 has an intraservice time of 15 minutes, and the physician work is of similar intensity to
our proposed HCPCS code G0136. Therefore, we proposed a work time of 15 minutes for
HCPCS code G0136 based on this same crosswalk to HCPCS code G0444. We also proposed to
use this crosswalk to establish the direct PE inputs for HCPCS code G0136.

We believe these services would largely involve direct patient contact between the billing
practitioner or billing practitioner’s auxiliary personnel and the patient through in-person
interactions, which could be conducted via telecommunications as appropriate. Therefore, we
proposed to add this code to the Medicare Telehealth Services List to accommodate a scenario in
which the practitioner (or their auxiliary personnel incident to the practitioner’s services)
completes the risk assessment in an interview format, if appropriate. We believe it is important
that when furnishing this service, all communication with the patient be appropriate for the
patient’s educational, developmental, and health literacy level, and be culturally and
linguistically appropriate. We solicited comment on where and how these services would be

typically provided, along with other aspects of the SDOH assessment service.



We received public comments on these proposals. The following is a summary of the
comments we received and our responses.

Comment: Commenters agreed with our proposed crosswalk to HCPCS code G0444 for
similar time, intensity, and direct PE inputs. Commenters were overwhelmingly supportive of
our proposal to add HCPCS code G0136 to the Medicare Telehealth Services List. Commenters
also supported CMS’ belief that all communication with the patient be appropriate for the
patient’s educational, developmental, and health literacy level, and be culturally and
linguistically appropriate. A few commenters noted that SDOH risk assessments are typically
provided in an outpatient setting on a tablet or paper document by auxiliary personnel. A few
commenters noted that they are performing routine SDOH “screening” at standard intervals, with
one commenter noting they screen patients at every visit. We also received a few comments
requesting that CMS provide more clarity on the intersection between HCPCS code G0136 and
PIN services. These commenters asked if HCPCS code G0136 should be used to reassess when
SDOH needs are present while the patient is also receiving PIN services, or if SDOH
reassessment can be counted towards time spent performing PIN services.

Response: We appreciate the comments providing more context around how similar
services are currently being furnished. See section II.D. of this rule for more comments on the
addition of the SDOH risk assessment service, HCPCS code G0136, to the Medicare Telehealth
List. We reiterate that HCPCS code G0136 is not intended to be a routine screening for SDOH at
standard intervals or every visit. We agree with commenters that SDOH risk assessment is
related to CHI and PIN services, and we believe that time spent performing HCPCS code G0136
should count towards the 60 minutes per month spent in the performance of PIN services.

After consideration of public comments, we are finalizing, as proposed, a direct
crosswalk for HCPCS code G0136 to HCPCS code G0444, with a work RVU of 0.18,
intraservice time of 15 minutes, and matching direct PE inputs from HCPCS code G0444 to

HCPCS code G0136.



e. Principal Illness Navigation (PIN) Services
i. Background

Experts on navigation of treatment for cancer and other high-risk, serious illnesses have
demonstrated the benefits of navigation services for patients experiencing these conditions°.
Experts have noted the importance of these services for all affected patients, but especially those
with socioeconomic disadvantages or barriers to care. Navigation generally means the process or
activity of ascertaining one’s position and planning and following a route; the act of directing
from one place to another; the skill or process of plotting a route and directing; the act, activity,
or process of finding the way to get to a place you are traveling. In the context of healthcare, it
refers to providing individualized help to the patient (and caregiver, if applicable) to identify
appropriate practitioners and providers for care needs and support, and access necessary care
timely, especially when the landscape is complex and delaying care can be deadly. It is often
referred to in the context of patients diagnosed with cancer or another severe, debilitating illness,
and includes identifying or referring to appropriate supportive services. It is perhaps most critical
when a patient is first undergoing treatment for such conditions, due to the extensive need to
access and coordinate care from a number of different specialties or service-providers for
different aspects of the diagnosis or treatment, and in some cases, related social services (for
example, surgery, imaging and radiation therapy, chemotherapy for cancer; psychiatry,
psychology, vocational rehabilitation for severe mental illness; psychiatry, psychology,
vocational rehabilitation, rehabilitation and recovery programs for substance use disorder;
infectious disease, neurology and immunology for human immunodeficiency virus (HIV)-
associated neurocognitive disorders). For some conditions, patients are best able to engage with
the healthcare system and access care if they have assistance from a single, dedicated individual

who has “lived experience” (meaning they have personally experienced the same illness or

30 See for example, https.//view.ons.org/3hjHjc and hitps.//www.accc-cancer.org/docs/projects/pdf/patient-
navigation-guide.



condition the patient is facing). Although we currently make separate payment under the PFS for
a number of care management and other services that may include aspects of navigation services,
those care management services are focused heavily on clinical aspects of care rather than social
aspects and are generally performed by auxiliary personnel who may not have lived experience
or training in the specific illness being addressed. We sought to better understand whether there
are gaps in coding for patient navigation services for treatment of serious illness, that are not
already included in current care management services such as advance care planning services
(CPT codes 99497-99498), chronic care management services (CPT codes 99490, 99439, 99491,
99437, 99487 and 99489), general behavioral health integration care management services (CPT
code 99484), home health and hospice supervision (HCPCS codes G0181-G0182), monthly
ESRD-related services (CPT codes 90951-90970), principal care management services (CPT
codes 99424-99427), psychiatric collaborative care management services (CPT codes 99492-
99494), and transitional care management services (CPT codes 99495-99496). See additional
information on our PFS Care Management Services webpage at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/PhysicianFeeSched/Care-
Management.

For CY 2024, we proposed to better recognize through coding and payment policies
when certified or trained auxiliary personnel under the direction of a billing practitioner, which
may include a patient navigator or certified peer specialist, are involved in the patient’s health
care navigation as part of the treatment plan for a serious, high-risk disease expected to last at
least 3 months, that places the patient at significant risk of hospitalization or nursing home
placement, acute exacerbation/decompensation, functional decline, or death. Examples of
serious, high-risk diseases for which patient navigation services could be reasonable and
necessary could include cancer, chronic obstructive pulmonary disease, congestive heart failure,
dementia, HIV/AIDS, severe mental illness, and substance use disorder (SUD). We proposed

new coding for Principal Illness Navigation (PIN) services. In considering the appropriate patient



population, we considered the patient population eligible for principal care management service
codes (CPT codes 99424 through 99427), as well as clinical definitions of “serious illness.” For
example, one peer-review study defined “serious illness” as a health condition that carries a high
risk of mortality and either negatively impacts a person’s daily function or quality of life, or
excessively strains their caregivers®'. Another study describes a serious illness as a health
condition that carries a high risk of mortality and commonly affects a patient for several years.??
Some measure serious illness by the amount of urgent health care use (911 calls, emergency
department visits, repeated hospitalizations) and polypharmacy.3? The navigation services such
patients need are similar to CHI services (as outlined previously in this section), but SDOH
need(s) may be fewer or not present; and there are specific service elements that are more
relevant for the subset of patients with serious illness. Accordingly, we proposed for PIN
services a parallel set of services to the CHI services, but focused on patients with a serious,
high-risk illness who may not necessarily have SDOH needs; and adding service elements to
describe identifying or referring the patient to appropriate supportive services, providing
information/resources to consider participation in clinical research/clinical trials, and inclusion of
lived experience or training in the specific condition being addressed.

Note about definitions: we are finalizing an additional subset of PIN codes below. For
purposes of this section, where we refer to PIN, we mean all associated PIN codes (HCPCS
codes G0023, G0024, G0140, and G0146). If there are items that do not apply to all, that is
noted.
i1. Proposed Principal Illness Navigation (PIN) Service Definition

We proposed that PIN services could be furnished following an initiating E/M visit

addressing a serious high-risk condition/illness/disease, with the following characteristics:

3Uhttps.//pubmed.ncbi.nlm.nih.gov/29125784/.
32 hitps.//'www.ajmc.com/view/serious-illness-a-high-priority-for-accountable-care.
3 hitps.//'www.ajmc.com/view/serious-illness-a-high-priority-for-accountable-care.



e One serious, high-risk condition expected to last at least 3 months and that places the
patient at significant risk of hospitalization, nursing home placement, acute
exacerbation/decompensation, functional decline, or death;

e The condition requires development, monitoring, or revision of a disease-specific care
plan, and may require frequent adjustment in the medication or treatment regimen, or substantial
assistance from a caregiver.

Examples of a serious, high-risk condition/illness/disease include, but are not limited to,
cancer, chronic obstructive pulmonary disease, congestive heart failure, dementia, HIV/AIDS,
severe mental illness, and substance use disorder (SUD).

We proposed that the PIN initiating visit would be an E/M visit (other than a low-level
E/M visit that can be performed by clinical staff) performed by the billing practitioner who will
also be furnishing the PIN services during the subsequent calendar month(s). The PIN initiating
visit would be separately billed (if all requirements to do so are met) and would be a pre-
requisite to billing for PIN services. We believe that certain types of E/M visits, such as
inpatient/observation visits, ED visits, and SNF visits would not typically serve as PIN initiating
visits because the practitioners furnishing the E/M services in those settings would not typically
be the ones to provide continuing care to the patient, including furnishing necessary PIN services
in the subsequent month(s).

The PIN initiating visit would serve as a pre-requisite to billing for PIN services, during
which the billing practitioner would identify the medical necessity of PIN services and establish
an appropriate treatment plan. The subsequent PIN services would be performed by auxiliary
personnel incident to the professional services of the practitioner who bills the PIN initiating
visit. The same practitioner would furnish and bill for both the PIN initiating visit and the PIN
services, and PIN services must be furnished in accordance with the “incident to” regulation at §
410.26. We would not require an initiating E/M visit every month that PIN services are billed,

but only prior to commencing PIN services, to establish the treatment plan, specify how PIN



services would help accomplish that plan, and establish the PIN services as incident to the billing
practitioner’s service. This framework is similar to our current requirements for billing care
management services, such as chronic care management services. It also comports with our
longstanding policy in the Medicare Benefit Policy Manual which provides, “where a physician
supervises auxiliary personnel to assist him/her in rendering services to patients and includes the
charges for their services in his/her own bills, the services of such personnel are considered
incident to the physician’s service if there is a physician’s service rendered to which the services
of such personnel are an incidental part. This does not mean, however, that to be considered
incident to, each occasion of service by auxiliary personnel (or the furnishing of a supply) need
also always be the occasion of the actual rendition of a personal professional service by the
physician. Such a service or supply could be considered to be incident to when furnished during
a course of treatment where the physician performs an initial service and subsequent services of
a frequency which reflect his/her active participation in and management of the course of
treatment” (Chapter 15, Section 60.1.B of the Medicare Benefit Policy Manual (Pub. 100-02),
available on our website at Attps://www.cms.gov/regulations-and-
guidance/guidance/manuals/downloads/bp102c15.pdf.

We also solicited comment on whether we should consider any professional services
other than an E/M visit performed by the billing practitioner as the prerequisite initiating visit for
PIN services, including, for example, an AWV that may or may not include the optional SDOH
risk assessment. Under section 1861(hhh)(3)(C) of the Act, the AWV can be furnished by a
physician or practitioner, or by other types of health professionals whose scope of practice does
not include the diagnosis and treatment involved in E/M services, for example a health educator.

We received public comments on these proposals. The following is a summary of the
comments we received and our responses.

Comment: Commenters overwhelmingly supported this proposed code. Several

commenters expressed support for PIN services but requested that CMS exempt PIN services



from budget neutrality. Many commenters discussed the wide range of benefits navigation
services can have on a variety of conditions. Some commenters discussed the important health
equity implications for such a proposal, citing research showing that members of historically
disadvantaged communities and communities of color often receive lower rates of patient
navigation, are often diagnosed with serious, high-risk illnesses like cancer at later stages, and
have longer times between suspicion and definitive diagnosis for conditions like cancer. Many of
these inequities are tied to access issues, and commenters suggested that PIN services would fill
a critical gap in navigation services, noting that many navigation programs are currently grant-
funded and unable to serve all patients that might benefit. Commenters also opined on the
benefits of condition-specific navigation, discussing the value of navigators with targeted
training or lived experience in the conditions for which they are providing navigation services.

We received many comments requesting that CMS clarify the definition of a serious,
high-risk condition, the expected duration of the illness, and whether conditions beyond those we
listed are appropriate. Commenters stated that CMS should not limit the timeframe to an
expected duration of 3 months, discussing that there are many conditions that meet all
requirements listed by CMS of a serious, high-risk condition, but that may be treated with the
patient being cured or in remission within a 3-month period. Many commenters applauded our
inclusion of severe mental illness and substance use disorder (SUD) as serious, high-risk
conditions and noted that PIN services could be very impactful for these beneficiaries. Other
commenters requested clarification on conditions such as chronic liver disease, chronic kidney
disease, stroke, diabetes, and conditions with treatments that require stem cell transplantation.

Response: With respect to budget neutrality, we remind commenters that section
1848(c)(2)(B)(i1)(II) of the Act requires that increases or decreases in RVUs may not cause the
amount of Medicare Part B expenditures for the year to differ by more than $20 million from
what expenditures would have been in the absence of these changes. If this threshold is

exceeded, we must make adjustments to preserve budget neutrality. There is no statutory



exception available for PIN services, so the expected spending associated with these services
must be included in the CY 2024 BN adjustment.

As we noted in the proposed rule, the definition of a serious, high-risk condition is
dependent on clinical judgement. The list of conditions we provided is not exhaustive, and we
will monitor utilization across beneficiaries and specialties to ascertain where and how PIN
services are best utilized going forward. We agree with the commenters that additional
conditions such as chronic liver disease, chronic kidney disease, stroke, and conditions that
require stem cell transplantation could all meet the outlined definition depending on the specific
severity of the illness in individuals with these conditions. We disagree with commenters who
requested the inclusion of conditions that can be treated fully within the 3-month timeframe, as
we do not believe a condition of this limited duration would require the extent of navigation
services provided by PIN. We believe that an expected 3-month period is a reasonable
benchmark for the use of PIN services, as we envision PIN services as necessary to treat serious,
high-risk conditions that require navigation over the course of several months.

Comment: Many commenters recommended that CMS should not restrict PIN initiating
visits to only E/M visits. Commenters noted that for many beneficiaries with severe mental
illness or substance use disorder (SUD), a clinical psychologist may be the only health care
practitioner they see regularly. Since clinical psychologists do not furnish E/M services, these
beneficiaries would be unable to benefit from PIN services. Several commenters recommended
including Behavioral Health Integration (BHI) and bundled office-based substance use disorder
codes as initiating visits. Other commenters noted that inpatient/observation E/M visits and ED
visits should count as initiating visits. Some commenters requested that CMS address whether
TCM services would count as an initiating visit, further commenting that some serious, high-risk
conditions are diagnosed in the hospital or similar setting, and PIN services would be beneficial
upon discharge from such a facility. Many commenters also requested that the AWV count as an

initiating visit for PIN. We received comments from dementia practitioners stating that the AWV



includes a cognitive decline assessment, and positive results would likely prompt a practitioner
to order PIN services. Commenters also requested clarification regarding the requirement that the
initiating visit be completed by the practitioner who will be furnishing PIN services during the
subsequent calendar months, with commenters discussing the burden of supervision for ongoing
PIN services if one practitioner was covering for another practitioner, had the initiating visit for
PIN, and would then transition care back to the returning practitioner after PIN services had
started.

Response: We appreciate the commenters’ views and specific examples of how PIN
services may be furnished. We thank the commenters for pointing out that clinical psychologists
may be the practitioner type that primarily interfaces with beneficiaries with severe mental
illness and SUD, and that they would be unable to furnish PIN given the proposed requirement
for an E/M initiating visit. We agree with commenters that clinical psychologists should be able
to bill PIN codes, especially for those with behavioral health conditions. We note that clinical
psychologists have an incident to benefit under §410.26, and clinical psychologists most
commonly use CPT code 90791 (Psychiatric diagnostic evaluation) and the Health Behavior
Assessment and Intervention (HBAI) services described by CPT codes 96156, 96158, 96159,
96164, 96165, 96167, and 96168 to diagnose and treat behavioral health conditions as analogous
codes to E/M, based on the services clinical psychologists are allowed to furnish under State law
and scope of practice. We note that the BHI codes and office-based substance use disorder
bundled codes also describe care management services. We believe considering those codes as
an initiating visit for PIN would be duplicative, as they also require an initiating visit, but that is
specified for those services. Therefore, we believe they would not serve the purpose of an
initiating visit, which is meant to establish the beneficiary’s relationship with the furnishing
practitioner, ensure the practitioner assesses the beneficiary and identifies a clinical need for
services prior to initiating care management, and provide an opportunity to inform the

beneficiary about the services and obtain beneficiary consent (if applicable).



We agree with commenters that the E/M visit done as part of a Transitional Care
Management (TCM) services could serve as an initiating visit for PIN services because it
includes a high-level office/outpatient E/M visit furnished by a physician or nonphysician
practitioner managing the patient in the community after discharge.

We appreciate the commenters' suggestions about including the AWV as a type of
initiating visit, and the comments from dementia practitioners who discussed that the cognitive
decline assessment in the AWV may be a flag for initiating PIN services. In these circumstances
the personalized prevention plan services may include elements for further diagnosis and
treatment of cognitive impairment and dementia, which may count as a high-risk condition in
certain clinical scenarios based on clinical judgement. We acknowledge that an AWV may be
provided by health care practitioners who do not have the authority to diagnose or treat medical
conditions. To this end, we believe it would be inconsistent with our proposed application of the
“incident to” regulations, as a condition of payment, to allow an AWV furnished by a health care
practitioner, other than a physician or qualified health care practitioner, to serve as the initiating
visit for PIN services. Given that the AWV is a preventative service, there may be instances
where the patient sees a medical professional (including a health educator, a registered dietitian,
or nutrition professional, or other licensed practitioner) or a team of such medical professionals,
working under the direct supervision of a physician where an SDOH need may be identified.
Additionally, the Personalized Prevention Plan that is part of AWV may also help a patient who
has identified in the AWV a high-risk condition(s) that meets the standard for PIN, and the high-
risk condition may be part of the focus of the recommended Personalized Prevention Plan.

There is no benefit under the PFS for facility settings in accordance with the “incident
to” regulation at § 410.26. Since PIN services are provided under incident to regulations,
inpatient/observation E/M visits and ED visits cannot serve as initiating visits for the purpose of
PIN. We also continue to believe that the furnishing practitioner should have continuity from

initiating visit through the supervision of PIN services, given the medical necessity of PIN



services, and the formation of the appropriate treatment plan specific to that patient. This
framework is similar to the current requirements for billing care management services, and the
requirements for billing CHI services that we are finalizing in this rule. PIN services are
furnished over the course of a month, and we note that patients do not stay in inpatient,
observation, or ED settings for one month, making practitioners in this setting unable to furnish
PIN services for the duration of the month, as required under incident to requirements.

After consideration of public comments, we are finalizing CPT code 90791 (Psychiatric
diagnostic evaluation) and the Health Behavior Assessment and Intervention (HBAI) services
described by CPT codes 96156, 96158, 96159, 96164, 96165, 96167, and 96168 as initiating
visits for PIN services, as we believe these are the most analogous codes to E/M codes that are
utilized by clinical psychologists.

We are also finalizing that the AWV may serve as an initiating visit for PIN services
when the AWYV is furnished by a practitioner who has identified in the AWV a high-risk
condition(s) that would qualify for PIN services under this rule.

For purposes of assigning a supervision level for payment, we proposed to designate PIN
services as care management services that may be furnished under general supervision under
§ 410.26(b)(5). General supervision means the service is furnished under the physician's (or
other practitioner's) overall direction and control, but the physician's (or other practitioner's)
presence is not required during the performance of the service (§ 410.26(a)(3)).

We proposed the following codes for PIN services. As described previously, and in our
proposed PIN code descriptors, the term “SDOH need(s)” means an SDOH need(s) that is
identified by the billing practitioner as significantly limiting the practitioner’s ability to diagnose
or treat the serious, high-risk condition/illness/disease addressed in the initiating visit. We note
that SDOH needs are not required for use PIN services but may be applicable. “Addressed”
means the definition in the CPT E/M Guidelines that we have adopted for E/M visits.

Specifically, “[a] problem is a disease, condition, illness, injury, symptom, finding, complaint, or



other matter addressed at the encounter, with or without a diagnosis being established at the time
of the encounter. Problem addressed [means the following]: A problem is addressed or managed
when it is evaluated or treated at the encounter by the physician or other qualified healthcare
professional reporting the service. This includes consideration of further testing or treatment that
may not be elected by virtue of risk/benefit analysis or patient/parent/guardian/surrogate choice.
Notation in patient’s medical record that another professional is managing the problem without
additional assessment or care coordination documented does not qualify as being addressed or
managed by the physician or other qualified healthcare professional reporting the service.
Referral without evaluation (by history, examination, or diagnostic study[ies]) or consideration
of treatment does not qualify as being addressed or managed by the physician or other qualified
healthcare professional reporting the service.

For purposes of PIN services, we proposed that SDOH means economic and social
condition(s) that influence the health of people and communities, as indicated in these same CPT
E/M Guidelines (2023 CPT codebook, page 11). We proposed to adopt CPT’s examples of
SDOH, with additional examples. Specifically, we proposed that SDOH(s) may include but are
not limited to food insecurity, transportation insecurity, housing insecurity, and unreliable access
to public utilities, when they significantly limit the practitioner’s ability to diagnose or treat the
serious, high-risk illness/condition/disease.

G0023 Principal Iliness Navigation services by certified or trained auxiliary personnel
under the direction of a physician or other practitioner, including a patient navigator or certified
peer specialist; 60 minutes per calendar month, in the following activities:

® Person-centered assessment, performed to better understand the individual context of
the serious, high-risk condition.

++ Conducting a person-centered assessment to understand the patient’s life story,
strengths, needs, goals, preferences, and desired outcomes, including understanding cultural and

linguistic factors.



++ Facilitating patient-driven goal setting and establishing an action plan.

++ Providing tailored support as needed to accomplish the practitioner’s treatment
plan.

o [dentifying or referring patient (and caregiver or family, if applicable) to appropriate
supportive services.

e Practitioner, Home, and Community-Based Care Coordination

++ Coordinating receipt of needed services from healthcare practitioners, providers,
and facilities; home- and community-based service providers, and caregiver (if applicable).

++ Communication with practitioners, home-, and community-based service providers,
hospitals, and skilled nursing facilities (or other health care facilities) regarding the patient’s
psychosocial strengths and needs, functional deficits, goals, preferences, and desired outcomes,
including cultural and linguistic factors.

++ Coordination of care transitions between and among health care practitioners and
settings, including transitions involving referral to other clinicians, follow-up after an
emergency department visit; or follow-up after discharges from hospitals, skilled nursing
facilities or other health care facilities.

++ Facilitating access to community-based social services (e.g., housing, utilities,
transportation, food assistance) as needed to address SDOH need(s).

® Health education- Helping the patient contextualize health education provided by the
patient’s treatment team with the patient’s individual needs, goals, preferences, and SDOH
need(s), and educating the patient (and caregiver if applicable) on how to best participate in
medical decision-making.

® Building patient self-advocacy skills, so that the patient can interact with members of
the health care team and related community-based services (as needed), in ways that are more
likely to promote personalized and effective treatment of their condition.

® Health care access / health system navigation.



++ Helping the patient access healthcare, including identifying appropriate
practitioners or providers for clinical care, and helping secure appointments with them.

++ Providing the patient with information/resources to consider participation in clinical
trials or clinical research as applicable.

e Fuacilitating behavioral change as necessary for meeting diagnosis and treatment
goals, including promoting patient motivation to participate in care and reach person-centered
diagnosis or treatment goals.

e Fuacilitating and providing social and emotional support to help the patient cope with
the condition, SDOH need(s), and adjust daily routines to better meet diagnosis and treatment
goals.

® [everage knowledge of the serious, high-risk condition and/or lived experience when
applicable to provide support, mentorship, or inspiration to meet treatment goals.

G 0024 — Principal lllness Navigation services, additional 30 minutes per calendar month
(List separately in addition to G0023).

To help inform whether our descriptor times are appropriate and reflect typical service
times, and whether a frequency limit is relevant for the add-on code, we solicited comment on
the typical amount of time practitioners spend per month furnishing PIN services. We also
solicited comment to better understand the typical duration of PIN services, in terms of the
number of months for which practitioners furnish PIN services following an initiating visit.

We received public comments on these proposals. The following is a summary of the
comments we received and our responses.

Comment: Commenters were very supportive of including PIN as a care management
service that may be furnished under general supervision. Commenters were overwhelmingly
supportive of our inclusion of patient navigators in the code description, with many comments
focusing on the breadth of types of patient navigators in relation to the treatment of serious, high-

risk conditions. These commenters were supportive of the required service element activities



outlined in the proposal. Commenters were generally not in favor of limiting the frequency of the
add-on code, and many commenters stated that navigation time spent per month is greatly
dependent on the condition or illness for which it is being provided and the needs of the
beneficiary being served. A few commenters discussed that CMS could add flexibility in for
those patients who require a lot of navigation time per month by not limiting the frequency of the
add-on code. Commenters working in the cancer/oncology space estimated an average duration
of 6 months of navigation, and commenters from the dementia care community suggested
navigation of 3-6 months duration. Comments related to the amount of time per month varied
widely, with many commenters in general discussing the difficulty and burden in trying to
capture every minute of service time.

Response: We appreciate the varying nature of requirements for navigation across
conditions. We strive to strike a balance, and we will monitor utilization and feedback from
interested parties going forward to determine if changes need to be made. We appreciate the
comments regarding a duration of 3-6 months across different conditions, as this aligns with our
vision that PIN services will likely be needed for several months. We appreciate the difficulty
named by commenters in estimating an “average” amount of time per month, as conditions and
circumstances vary widely. We agree that the add-on code offers flexibility to provide more time
if needed to patients, and we understand that if we limited the use of the add-on codes, we would
be limiting the amount of time spent per month on navigation around an average that not every
patient fits into.

Comment: Several commenters suggested that HCPCS code G0023 be broken into 20-
minute increments, with 3 increments making up the first code, and HCPCS code G0024
describing an additional 30 minutes. One commenter suggested increasing HCPCS code G0023
to 120 minutes and another commenter suggested that months 1 and 2 of PIN services should be
120 minutes, then subsequent months decreased to 60 minutes per month as intensity of

navigation decreases after the initial diagnosis and treatment period. A few commenters



suggested no limit on the duration of PIN services, while another commenter suggested that
another initiating visit be required every 6 months. Some commenters suggested that a timed
code was not the best for this type of service and suggested CMS adopt a per member per month
flat fee. Lastly, several commenters requested clarification on whether PIN services could start
before definitive diagnosis, noting that for some types of cancer, there is not a definitive
diagnosis until a surgical intervention has been performed, but that there are many steps leading
up to that, and current navigation programs often start with practitioner suspicion of such a
diagnosis, for example after a positive screening test such as a mammogram. Commenters noted
that this impacts the duration of expected PIN services, as it can often be a month or more
between suspicion and definitive diagnosis. These commenters also cited research outlining
health equity impacts, as many underserved communities have higher rates of late diagnosis due
to delayed follow-up. These commenters stated that early navigation is currently being used to
get patients, especially those in underserved communities, to a definitive diagnosis faster.
Response: We understand the variability in the time that can be spent providing
navigation services, given the diverse nature of what we have defined as a “serious, high-risk
illness.” We continue to believe that PIN services should reflect a substantial amount of time
spent per month in the navigation of the principal illness. We believe that if a patient requires
less than 60 minutes per month for PIN services, then their needs may be best suited to other
types of care management services. We thank the commenters for discussing the expected
duration of PIN services in the context of how frequently the initiating visit should be performed.
We disagree that a new initiating visit should be required every 6 months, but we do believe that
requiring one every year would be an appropriate middle ground between every 6 months and
not requiring one as long as the serious, high-risk condition persists. We agree with commenters
that the length of time between suspicion (such as a positive screening test) and definitive
diagnosis can stretch into weeks for some conditions, and navigation services may be medically

necessary to ensure full diagnosis and treatment of that condition. We note that our definition of



a “high risk condition” does not exclude conditions without a definitive diagnosis. For example,
a patient may have a mass in the colon identified on a CT scan of the abdomen. Regardless of the
definitive diagnosis of the mass, presence of a colonic mass for that patient may be a serious
high-risk condition that could, for example, cause obstruction and lead the patient to present to
the emergency department, as well as be potentially indicative of an underlying life-threatening
illness such as colon cancer. As such, a practitioner could exercise clinical judgement and
determine that the mass represents a serious high-risk condition for that patient, and that PIN
services should be furnished as part of the early treatment plan. Therefore, we are clarifying that
a definitive diagnosis is not required before the practitioner makes a clinical determination that
the patient has a serious high-risk condition.

Comment: We received several comments about our proposals for PIN and the SDOH
risk assessment requesting that CMS clarify the requirements surrounding the reassessment of
unmet social needs and proposed frequency limitations. Commenters also noted that there was no
defined activity within the proposed PIN elements of service to perform an SDOH risk
assessment and sought clarification on the intersection between PIN and the SDOH risk
assessment code.

Response: We agree with commenters that the reassessment of known SDOH needs is
interrelated to PIN services, especially within the presence of a serious, high-risk condition. We
also agree that this reassessment should not be confined to the frequency limitations described
for HCPCS code G0136.

Comment: We received many comments from the peer support community applauding
our inclusion of certified peer support specialists in the code descriptor for PIN services.
Commenters were effusive in their support for the use and benefits of peer support specialists for
beneficiaries with behavioral health conditions like severe mental illness and SUD. Peer support
specialists also appreciated the inclusion of lived experience as a key element to PIN services

and noted that this lived experience is a particular strength and benefit that peer support



specialists bring to their patients. These commenters discussed the fear and mistrust that
commonly exists within the medical community regarding behavioral health conditions, and
these commenters noted that peer support specialists help bridge that gap, as their lived
experience enables them to be a trusted and safe member of the care team. Many of these
commenters stated that, while they are certified and trained to perform many of the activities
listed in the code descriptor, care coordination activities fall outside the scope of certified peer
support specialists. We required in our proposal that auxiliary personnel performing PIN services
be certified or trained to perform all activities, and these commenters stated that this requirement
would effectively exclude peer support specialists from performing PIN services. These
commenters discussed that beneficiaries with severe mental illness and SUD would benefit from
the significant set of activities described for PIN services that peer specialists are qualified to
perform and urged CMS to create unique coding for PIN performed by peer support specialists,
removing the requirements that fall outside of peer support specialist expertise.

Several commenters discussed that, given low reimbursement rates throughout the health
care industry for peer support services, many clinicians do not have experience working with
peer support specialists, and misinformation about the role abounds. Commenters acknowledged
that one way to include peer support specialists in HCPCS codes G0023 and G0024 would be to
remove the requ